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ans 16 vudiliiglowdn daifiu Smevieneingiufeiuemieslaglifluoyg e

2N 17 Jaediluayae

(a) awspsliviAnRoulvvatluaugyn
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(b) azsdedlivhiamdwsetemmuafieanlaesguunIdcn1snsensgunIn niefeeniag

AMENITUNITELE1UID (MFDBA)

UNI 12 AMURALAZUNAIAUALNY

W31 18 univiualnsiiyaraiinsgyindluing 15
11931 19 UNAMUAYLAYAAATNINSEYIHTRUNINST 16

WIN31 20 univiualnsiiyanaiinsyyindluing 17

unil 13 unUsyslAaue)

21091 21 AveldunUyalAuveanguuiegasisaa v adisunn (Public Health Law 1972)

Y wa | 2 vo o o A a [y [% 1 &
unUayalRuvianguaneillvdeduldlunsdlsing Mieniven Vuusilueunulusm
119131 23 undgygianiangransililgdeduivendedindiananeussmeaiionisldaiusa
WA 24 MIIENUNITBDIANISVRIS T ulunsey i WS odeaanenveyy et
o ¥ A ! v -Q! é’ = 14 ¥ d’j 1 :.’I
dnivisedseeanlalanizendelunsideul udnungvne tivinty

11957 29 LA dunuNmateduigIiuomsuaz el 1insenseguaIndans Food and Drug

Administration Department HAZMUUAUNUIMLAE RUNTIVOINUIBIUL

2.2.2 ﬂQWQJ"IFJEJ'ILLNuIU%"lm

1%

wruinglunavealisuniiinnusaiseglueaniaugingy Inediiugiuinananuanng
Aaun wualu 4 e @ (1) Desana Feardundanynsaauluniseusudsaou Usingnisainiy
555088 ANFouLazAEY (2) Bhesija Tdudnnisunvndangsianvesduiie (3) Netkhatta 1Uu
6 6 (% a < s
NTWNgUUUlngIAIans seUUINTING LIAVBINISHARALeY wae (4) Vijadhara Wun1sunmg

LEINUNENINUIUABALHNENNT

Tl A..1948 ndniidousnlasusasnnladd Weunnldsnss Myanmar Indigenous
Medical Committee Sﬁu ﬂmzﬂﬁium'ﬁfﬁaaﬂﬂgmma Indigenous Myanmar Medical Practitioners
Board Act @ausemefldlul 1953 wazudlalud 1955, 1962 waw 1987 nguaneatuiidads Myanmar
Medical Practitioners Board TWinthiflsiduinwunsguralumsitunias taunmsunmdusulusa
Tuidouun wdensinisduaiiideidioarsismas uenand Myanmar Medical Practitioners
Board §sfignunalun1snsivaeunisingnulusialudeuin miﬁﬁumLﬁauﬁﬂisﬂaumﬁmmmu

TUSIY SAUDINISLNNDDUNITT UNLLT g UNINT N1TUTLNOUNISTIUA NS LU LUNIEEY AaTU

2 pilsdeiunlnadyind, "wandueiayulnadoumn,’ nsuduaiun1smsenineuseing nsensaennaee, (2561) Fudu

dlotud 31 W WA 2563, 91N https://www.ditp.go.th/contents_attach/211681/211681.pdf.

21



PneNUauaNy Il

= = dgl =l a o [ a |9 ] = °
ﬂWi‘ﬂm:f’m{]’i‘iilﬂ_l?_li_lﬂ'1Tﬂ]uﬂtLUﬂuN@ﬁlﬂmsﬂﬂ’mq?L@?NZﬁﬂm’WWIu@Wﬁ'ﬁ‘m‘i‘ﬁsLm\m%ﬂﬂ’]WLNEJLLN’] tlszantleudszanns w.A. 2563

HUsEnaunssnwukuluaaziesiunsilowioveluounyin a1unguuie Indigenous Myanmar
Medical Practitioners Board Act U a.¢. 1955 nstuvngdeugusznaunisunmdunulusauniady 6
Uselan JULUUNITIAUTEANTUTTING NN INTEU UMK ULN NG L UTIUv0ilsuangedl 4 @191 Ag

dhatu, ayurveda, astrology ey witchcraft

soanlul 1996 Sgurausenield Traditional Drug Law Lit@AIuANALaNITHANLAL Y18 LKLY
s sound a.f. 2000 ngnsrsguamlaUsulgaunty the Indigenous Myanmar Medical
Practitioners Board Act kaziuasudawu Traditional Medical Council Law w?angwmaamuwmé

IRIERITE

dl o wa o U
$19719N 3 agﬂum EUEURIEN iUIuﬂ{]MMWEIEﬂLLNUIUTWm

o

nVsNEYNUTUTI
(Traditional Drug Law 1996)

uni 1 unteudwn

1951 2 (a) eunulusin (Traditional Drug) vianefs srugsituAudniuldlunisitads deatu
wardnwilsn Auseneniedevhtalsaluauuardnd liinidaensadolasdon viedduenld
aelunaznieuen waglimneienfinsgnisasisaguusznmadugusulusu

11951 2 (b) wnndunulusia (Traditional Medicine) nsneils mmwmﬁﬁaqmamﬁaLLazmiﬁ
F3nfusnTsaenndostunisunndunulusias 4 a1e suldun Desana naya, Bethitsa naya,
Netkhata vedanaya W& Vissadara naya

21M31 2 () AMENTIUNITHAE111A (Board of Authority) #1889 Myanmar Food and Drug
Board of Authority (sielUiFeni1 “MFDBA”) Fsdndatunungmanesuesi

119131 2 (i) I9gRuveeukulusias (Traditional Pharmaceutical Raw Material) nsngiis aansil
T dundnlunswdneumulunaudasznmalnsnaznssunsgilsiuna (Board of Authority)

11951 2 (§) N15TUNLDguLEUlUSIY BHNeDe NsTungleugkaulus1azin luxEe

119131 2 (k) Tuaygym wuneds nseunIndseenlidmsunIsNaneLRulus I

’ The Traditional Medical Council Law, (2000) accessed from https://www.burmalibrary.org/docs15/2000-
SPDC_Law2000-02-Traditional_Medical Council_Law-en.pdf.
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11031 2 (0 MIndngEUlUTI mneds nsevumsneItunsiane Uy wilidsiuds
nsviemnaludvesusenaunsinvunulunanidlunsshwgUlslulsmenuia n1sdngenas

1 ! & = =) o = o/ v A
Lﬂumuwamagulwswumm WIMSYeNNeNsShwIngluassou

=

unil 2 InguszeenA

A1 3 nnednstulaeiingUszasAgeelud
(a) Wleatiuayulaziannsumduluiatazeunlua
(b) wileliUszmvulildounulunadifinunmg vasadouasinulsalés
(@ efuiunstunsdousuluiuegiadussuy

(d) emuauuazimuaninaeTlunsHaneuNulusaeg 1 duss UL

UN9 3 N1SANAHALDIUIIVTINVBS MFDBA

[

AT 6 UNUIMLATINTIveIAAIENI TN SEIE A (MFDBA) fisail
(a) sonulsvnewinfunistunsdeustunlusa

(b) hmsmsedeukazinsieunuluTafitunsdouidenndosiumsunmdunulusa

efusznoumsdnvunulunudadeuuifunioll wasasaaouiieunlusasul

=

Aaunmiazldlanamuinsguvselil wasaendesanisusinanselyl
(0 fmusguansAvesyanafisziansveluoygyn sudsdormunnazdoulufeatuns
wAm LT lE UMtz Douudn
(d) senderfmunuaziteuluiisfunislnaanewaznislawanen
(e) eentormuauazdoulufeiunmsdssiuannmenulurailiiunstunsdoud
() oonUsznemuasIuNUlUTIUE ALY
(9 sonUszmatmusaasfiiuingiuveseusulusia
(h) fvuseaulunawasingaulaliwinsaudenisinluld wasidwansensisgunn
() adeenusuilefunsznsdug MAetesiunmseyindingAuvessuaulunagamely
() LNEJLLWﬁLWﬂﬁﬂﬂ’J’lMiLL@S%ﬂ@@UL?]IEJ’Jﬁ'UMiLﬁU MInan NsvRLiukazNsaUBNIngRUvDY
guNulUTIOY
(k) aammaﬂﬁﬁﬁumaﬁﬁ%’aLﬁaaammgmmLLmuIUi'ImLLaw‘fﬂﬁmLLmuImmﬁuaﬁﬁu
(V) WAuushuimhenularesinsvesiguadwanisodioeningiuvessunulus o
(m) daRanssulimnufiieliuszanvuldeumnlusa
U931 8 ALYNTIUNTEITEIUND (MFDBA) enauszanusuiunssnssiiisadoslunisaunugua

AU kAR TV A8 deeenuazindingRureseunulusn

UNY 4 NSTUNLLULULLNULUTI
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2

1951 10 yaralalszasddunsidousunulusaiuanenssunsgT61una (MFDBA) vo9u
neifouunulunaldmutoulaiidimun

1931 11 WoAuznssunsHisI1una (MFDBA) liihnsiiasied neaemaasuswiniisnduud
AuznIIINSETEu90 ey WUz deuswideldeygeld

WA 12 svezinarvesnistunsdeu Assandeuludunadeou Arsssudenlunisvens

szeznamndou Iaugnssunsyienns (MFDBA) Wugivun

e

unil 5 n1svaluaun

9 v

11931 17 YpRalaUseasRasnanewuluaitunsidoulafowelusug1nanAnenssuns

A81113 (MFDBA) anudumauiiivue

] ¢
UNN 6 ﬂ"liq‘l/lﬁiiu

] Yy v
UNN 7 Yand

a1 27 Fuilliglandnewsnlusudeiolul
(@) susulunadisslilddunadeu
(b) eunuluaTsgnseiuiiasvieriinaey
(© omsulunadldldnnsgu

(d) e uHUlUTTSTIURTIINSNIENTIgUAMbaUsENAd il sausenisly

11137 28 ﬁmﬁiﬁgﬂmmaaﬂLquIinmﬁﬂsiavLUﬁ
() vwsndunaidsldldtunsdeu
(b) eunuluNTsgnsiuiiasvieriinaey
(© swsluruilidlfnnsgu

(d) ewaulunamesuunsIINsnIEnTguAnlausenad ivangaunanisly

11031 29 uiilviglandneuaulunaleglilasusugynmungvuneg
ans1 30 fellueyayn
(@) azdeslivhiintoulvvedluayyn
(b) azseslivihinddmiedefvuaiioanlnessuuniinnisnsensegyam viedieanlny
ANENITUNSHIBIWID (MFDBA) n3ansun1sunndurulusias (Department of Traditional

Medicine)

UNN 12 AURALAZUNAINUA LN

WIA37 31 UNAUALNYRAUARTINTEYIRIHULRSY 27-28

1IN31 32 UNAMUALYLAYAAATINSEYIHTRUNINST 29
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W31 33 univualneiiyanainsgydluanns 30

wa

UnNi 13 undsysyAaue

v

11951 34 aeldundgAwranguuieansisugauwriadeunn (Public Health Law 1972)

unUayalRuvienguanellvdeduldlunsalsing Miertvewnulusu

[ (%)

nanlagasy wisnuddgifsadesiunisaugurdndasionnsuazen Toun nsznes
qmﬂWWLLasﬁWW (Ministry of Health and Sports) Department of Food and Drug Administration
(®38 FDA) wag Myanmar Food and Drug Board of Authority (158 MFDBA) lnenguuiediAglu
Fousnfifedestuemsuazen ldun ngvsneewnswisnd (National Food Law 1997) nguaing

814119977 (National Drug Law 1992) wagnguuneawkulusiad (Traditional Drug Law 1996)
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1 [y a

WRUAIWT 1: 1t 8ud A NI 0eeiunIsAIuANNEAS MM THhas e

NIENTAEGVNNUALART (Ministry of Health and Sports)

Department of Food and Drug Administration (#38 FDA)

LHNUN®111S (Food Division) kHUNg1 (Drug Division)

Myanmar Food and Drug Board of Authority (%38 MFDBA)

91U19814 National Food Law 81u19M14 National Drug Law

5’114’1‘\]&@31/113’]‘1#%8@ MFDBA #1141%1351 6 National Food Law 1997

SNUNIATVTIAITes MFDBA Aau1msn 5 National Drug Law 1992

Food and Drug Supervisory

Drug Advisory Committee (DAC)
Committee (CFDSC)

NNMNBMILVNTR (National Food Law) n31iulaeiiingussasdiiielviszanaulduilan
91N3TiAANING UnAandussenazgnavdnwae Wedssiulilivszrmwuuilaaemsiienaiiu
funsevideviliAnnisdutie Wemuauguansndnemsegaduszuy wasiilemuauuazeen
oA fuNkEn tdh deeen daifiu Smnsuaznisvieeimis M "ewns' daumied
Usngluumismdilungrnsemnswisnid Tnevsnefsdisulsenuldfanvdamnsafuvi oy

udvingAunuseneusinegludaiuvseasiane1ms wilisiude) Fadlefiansandwand ety

JUNNUAT HARANY DTS UgUAINAEgnAUANATETH N NBEIUeYIR (National Drug Law
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1992) lngpsaiiunsvunsidsuvseveluaugyiniimiigeinungmaiy National Drug Law lagtiu
Avetunsilyusiodinaeu FDA aeldnisiniuguaves MFDBA Tneddunaunistungidoudsnag
namdwiely

a A

ag3lsNA Wefiansaniawdndusiayulnsuazeunulusaresneig Ussnaunsdensve

[
=< I

Yunsilouludounn Falduidainazgnatvauniglinguunveuafinie ngvuneeuaulusi

(Traditional Drug Law 1996)

nUUIEEILKULUIIU (Traditional Drug Law 1996) 11751 2 (a) AMUUAUNTEIUUBIE WKLY

[

lus1ay (Traditional Drug) Wiviunedie enuseiiududwmsuldlunsidade Jesduuazshwilsa

TunersariiatUnlsalunukazdnd lidleensaselagdau Namuesldnelunaznieusn was

v LY

Tinunediswnfinsznssasisaguussnimdusiunulusia wazuing 2 (b) Tyaian unnguny
lusa (Traditional Medicine) vangdis n1sunndiiegveuniowasn1sidIndus1igsaennasiu

ASUNNELEULUSIM 4 e dulaun Desana naya, Bethitsa naya, Netkhata vedanaya Wa¥ Vissadara

[

naya Wull Fuflefiarsandmdnduriniidiuszneunanituayulng viesunulusialneazgning

o
v L%

Wuswwulusamunguunedvield vistl ngrunssusulusialiladygftnmsiidieuaulusa

va a

g sundyganinedtesiunsdndt “Tagauveteiunulusa” wduiiaugnssunsidsung

4

(MFDBA) enauszauauiunsegnsniiifesdedunismuauguanisiiv nde daiv v1e dweanuay

2
va a 4

dndingavveseurulusia’ anuntyaiidenvaziouliiiuinewnulusamiung ) se N

o

(%

lus1ad (Traditional Drug Law 1996) 1 sjavanefisenunulusialuansisasgursanaimieuaniies

WINTU

2.3 Junaunsvunziisundniugiamsiesuguainluasnsasguisannwilieunn

lulasrunstungidoundadusionsiasuguanildunouiavunvilauiunisdunegilouen
' Ay ° = ~ ] ) o & v ¢
wadlienansisedldlunisusenauvetungioumeiu Nelluduneunisnsenteyalussuvesuladl

ABuMveafassyyUssnvrdnduaidulssinn 'FSU wie ‘food supplement wansasilaazdaidu

Qe

[
=

gvIemTasutiuTued fuasInaungnan a1l I vuaanudnduen luiduen vietenanslawan

* 11091 8 wanguNngeuEulusn (Traditional Drug Law 1996)
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duq MInasvasInguieatunIsussusanIssnulsavinlindaduritdudadusinungwang

£% = 3 1 @
WaLABITUAIYD DENalsNA

a v

Jomsinnsaazalassalunmstunsdeuduazlinaniwaly

] v o a o =1 o a o ¢ P
M13719N 4: GI']‘J'NLLﬁﬂ\‘l‘UB%aVI’ﬂﬂLﬂﬂ'ﬁﬂUﬂq?Uaaiéquﬂ’U‘u‘VlzLUEJuNaVIﬂﬂJ“I/]EJ'ﬂuLNEJNQJ'I

NUEUNNYIVD9

AnaNURAYaEUAIYD

ay vl
WBNESNAB LYY

STYLLIANUUNS

21glususag

ANSITULIEY

anslunisanssal

nirgnunidwnantmingitesiunstuneleundnduanenlulseina
WilALA NIENTIETITUGVUAE FDA 21eldnI5iiuguaves MFDBA

Tngilérunanihiineldngmune National Drug Law 1992

aa a

Tunsdifiirvemandusidurneied dosisunuiiioiduueglu
Uszinamain (lddndudesdidyudngi) Iumiﬁumaayiymﬁaﬂén

feuvedosdaienanssng 9 Refusielsinig FDA fiarsan Tae FDA 1z
asavdeuaugnaeslindulusu “dornuaiiuuinsgiugaienalsnis
Funzilousen” wie ASEAN Common Technical Dossier (ACTD) uwag

denagnanandueianlinng FDA asvdeuUssiuluiosuufinig

agslsfin nsdlumuetunzidoulszian FSU w3e food supplement

fponansiidosldusznounistunsDoudsfiagnaniedelulude

2.3.5 (lonansiifesiiulszneunisvelungiDoundafuriaiuemsuas

g7 L W ealdlud sunne (food supplement/ over the counter

medicine))

nsvetunsdousludeunldessznalneusznuie 6 - 12 ey

Tususesmstungfeuenaediongmsdeiulfiluszesinan 5 3 Tnesosd

nssieegnely 90 AeuATUMVUATUVNAENY

- vsssmdendssdunisd ungidoudiuiu 300,000 §10 uaz
A1EIUNENNTATIEINITRUURNS

- AsssulennstungSeusuag 500,000 S

- esssudsumaudlugdsunstunsdeudiua 100,000 Sedens
uiluBsuuUasusiazsens

0 FDA Ufiasvadunzidou {Budveiidnsanssainadanaiasie

MFDBA Tonelu 60 Tu
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msil 5: Yumauadglunistudvedunzifeundnineie

, . nsanvayanazdsandnsasulail
Online v
submission
\ o P9152AssUHeNUSTRUNSIUNS LD YU
Payment

¢ . &4 dossier wazA2E1NANN N
Physical
submission

e P9152ASTSUHENNITIUNLLD YU

Payment

- FDA aanluaye1n Registration Certificate

Registration
Certificate

A o £ = a o ¢ & v ¢ . .
nstuvetuneiundndumelutunsuusnlviguienaiswesu | (Form | Registration) 14
aoulatnediniiu FOA Taesaudiui 26 nuatius 2561 Wuduly fouvedunzideu

nAnAngelrikazieatynvilisulzdestud1vessulaui https:/user.dcdfdamm.online

1%

o Al v v 1 @ 2= M Yo a
maadhilaguruduleatazlilasunisiansan

n15gsruunisiuAvessulainie hitps/user.dcdfdamm.online/ azfaad1938 web

browser g Firefox Winu
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3. lutumeunisnsendeyalusyuy HadnsazdoudonUsslnnveA1ve @ mSunansiuaiiasy
91157 hilafin1snaadwassnaalunissneilsaliideniduuszian “FSU: food

supplements”

4. Bnsnsendeyanazduenarsiuszuvesulal fouvearunsafnwlaangiianistudvetu

nzigus@edninlagaingu FDA Myanmar®

5. awadunziieusaulatazlasunisnsiatdesdulay FDA daviniduveiiastasunis
f913001 Juevzlasuudslidesdugaenarsnistunsloudien (dossier) NUsenaulualy

Lanans Form | (MnsendayansuiiuwazUsunianszuueeulal) uasionaisnistunsideu

¥

= Y] Sy oA ° = = o w =4
‘WLNGUG] (WVVJSU@ 2.3.6 Laﬂa']icl/]W@Qf;lu‘l_]igﬂallﬂ']sﬂa%UV]SL‘UEJUGHTUEH)I@ﬂﬁ@Laﬂﬂqiﬂqisﬂu

o [

neifeusendnyanisliuiimiBudvoiduddafiuly w fihnsveany siensionansildiu
Tuansliniusnuesyaienans il asdesdugaonarsnstunsidousiornelu 60 Juliy

WAlATUL99IN FDA Fdnvemslasunisiiansan minldgunigludmunasiieingudiveas

a J =2 ] a 1 dy ra = U = a ! A
NemveTungidou Tunsalidud avldiinisAurisssudounisuseiliunsofulanaisiay

FDE AN UNELLADEILA

6. ‘UﬂL@ﬂﬁ?iﬂ’ﬁ‘UU‘WuL‘U‘EJ‘L!‘I/IlIL@ﬂ?ﬁﬂﬂﬂﬂmaﬂﬂiUOUU’%uiﬂJl@iUﬂ’]i‘W‘iﬂiiLﬂ NSALUUL E:\I ‘L!ﬂo’l“UEJ

2V

ﬁ]%G]EJ\‘]‘EJULEJﬂﬁ’]iIViﬂTUﬂ']ULiEJ‘UiEJ‘EJﬂ’]EJEL‘LJFT’]‘MU@ 60 Tu

'
A o

7. AvetunelluudrAodunignuedlngfw Ui e300V IHENS MY N1TEUAIYENS

VL N A ax A Av oo o ) v o M v a o & o vy
‘Ui‘t-}iuﬂﬁﬁi@’aﬁﬂﬂiauwlﬂﬁmﬁﬁmiﬂEJ ’J‘UﬂﬂaQN@WU’]%R)%I@JIWJUWWW%’WNW U G]']LLVHJQM

q

[ 3 £ <

g1unveddvemdndnriszfealuliigidnuludeunn wasyindunuilasuleudiung

) 1

Mnvosmdnsueituiuuisniesiu v dudRaded ureTunsidouazdoniy

AMUNUAgINsWIUITEY

> Annex VIIl Tu Guidelines on Drug Registration Application (Ref: FDA/(D)2018/149, Date :15-2-2018) accessed
from http://www.mtg.com.mm/fda/wp-content/uploads/2018/03/Guideline-for-Drug-Registration-
Applicants-20JAN2018.pdf.
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8. KEuvoRedsEAsTIILTeNUTHiuNsTunzideud il 300,000 Imliundineu FDA
LavUyd MD-012456 511A15 MEB lagAesdnsiunauduenansA1ve iet1seAsssuiill
W fiudvedesguenatsngly 183 JutduudiuniiseRu mnifiuivuadngd Jeumve

¥A9T15rA5ISUL NNl MIDNAT

9. nsduveunzilyundnduenldiulsenauvesansnesngniniemisengnsiaunling
Fuglulszwadisunnunneu agldsunisiasaninedondndasituldsueugyalida
U8R UYI8UA I 8L UN BE 19 8 @RI 891U TGA UseLnraadinssae, Health

Canada, European Medicines Agency, MHRA ANI1¥010U19NS, FDA aw%’gam’%m

g gf/ a a [ (3 S a IS o w o ¥
10. AUDVUNSLUYUNANAUNYINHNAFRUDALU UL NINF1UNIU FDA ﬁ]%@@ﬂIU@ij’]@qu?ﬂ
Aaeg1aNanna9ien (Approval for importation of drug samples) MasanlasuAIv9TU

¥

neiloundn Jauredsazanunsadisiegandndusiennseylulueuginduidiunludseme

[V %
Y

I v N YA v ! v a va v o v a wva
Weunld Neilgdeluaugndinanszdesljiinudeimualulusyginuazazieslun

L]

mungseilsurasditinaunisAiarAanIng (Trade and Customs Department) e

11. myRnsanAveunsidguazisuinsansedieguelanseyiinisawialulasudiuue:
o ! a a
- AIEANETINUENUITIIY
- JuenaIATUIY

- dvhegrmdndadionfiongnisinuine A luuinaiiiiesme

12. Wslasvougalivunsiounindueiewds geuveaslnsunisvennarilvidissensssuiley
‘;’ ) o 6V Qy ‘Nn, a | a ¥ Y A
A3V UNELUYUIIUIU 500,000 910 19U 98UNITUBANATINYINWNAUINTEATULIILADU
(notice board) ¥eddn1ineu FDA viseneszuvaaulal wausinsel
13. mnldiinisdseAsssuiionnistunsidounisluy 90 Tuduudiuvenndn feddduveasis
° = = a & = a & = o v &
Aveduneilou Tunsaligudl Asssullondssdliunsunedeou na1sitdusenaunstu

NelUBaLABg1HAnNN e lasUAY
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14. MndguArvelufianiunszuIunstunzidouuiundl 6 weuluaniundiseasssuiley

Uszllu azdondunisasiervetuneideu

15. @11ine1u FDA ageenlususesnis¥ungideuen (Drug Registration Certificate) Tvinaiile
d1inau FDA Tasudisemsssuiflounan

16. Yaena1sn1sTunzideuiien (dossier) wavesssunilosingg lionvefulalunsaliiAveyu

v ¥
a o =< )

o] Y a ! S
‘VISLUEJ‘L!VLGﬁUﬂ’]iUQLﬁﬁ‘ViiEﬂUﬂimaz‘Vlﬂﬂ’}‘UE)sUUVIBL‘UEJ'U

17. %10 FDA auslinan13nsivaeu euveiivihiviszaannzsideudiennelussezinainnimu
wazazlasu “lususesnsTunzifeusn” nSe Registration Certificate T unangiu v1adl
Tususesisnanaziiongnsteruldiluszeziat 5 U lnasesdinnssonignielu 90 nouasy

MU JunLAeNe

6 =

18. wonanil eanvlianaanzifeuludssmaleuundesiinisinaaineriiulinussyioe
aa1Ne1Mue19TE YNNI NdIngusersaen sl ussadndivesemnudn
sespsszydoyany q Mnerteadvenviaiu litezduievesdiien dwlsznouresen Ju
A aA A o = = = Al v o &
Woud Mndn Tununey ulutuariannzieuiilasuain FDA egndaiau uenatntu win
& = v v ¥ o ¢ v 1% v v o |
Jugnazdeddngldauuzuvesnmdviseidesddianizms sedesseydaninunnand

a 1% 6
VURAINBDNAIY

¢ UsEN1ANTENTIEsIsda atui 7/1993
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l:l o s o g a o g =
WRUAINT 2: 810UN151I19U9 FDA Tudunaunisnasaunavedunzidou

HEuAveRaInsentoya

A

warINLanLENATNABNULA ST UUBaUlaL!

—_— widlviguetuenaisliasuiiu
WIedilayadnATe?

=Y

Fuiiansan wazwdslvivetiugaena1sn1suungeusie (dossier)

q

LAYAIRIDYINAR N DUTIEN

AvatiuyaeNaINsTUNzIyuiien (dossier)

LALAIRDEINARN N>

FDA

wddlviguedutayaiiufa
Wa1saun

WAINANITHATEUN
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NUNELR:

1- ssuveaulataveygnliduiinteyawavdnlvanonasaigly 20 Juduwdiunisun1sduve

[ '
a Y J

soulatl TusgnirsliBudveanunsafounlailedoyalamuindu ogqelsia ndsainnleds

Y

AvelussuuissuTosundd fiudveaslianunsafouwdasnlutayalag 1odn

2- N FDA udslvidBudvesninantoyaliiuiiiy Joudveazaunsaiediundeinsondoya

dindulaanzamiiy dudug lurmvedanunsasenals wisslianunsoudlula

3- tanansnduluyaenansazdeamdouiudiunilaaunudimisesulad waziinelviuiuenans
willeuiu guanisusurienarsiavunlagldiasosolusysuve aulal nansUsuimunaziinig

siaienulasndelidasnseiusianusngludiudidnnsetindntuiinly isiininienans

MUsuveenuntiudsidlignaemsaiu vne FDA aglisulenanswmatulifiansan

174

2.3.1 nswAluilagunlasandunziieunan (variations)

1. mauluFeunlaseniitungdoundazdedldsuaygnaanditngu FDA wihiy
2. faelususanmstunsdousienabureusludisuulaseiildsunstunsdousoditna
FDA lngdaeszyis
- mamaﬁuﬁlmﬂﬁauwm
- doyailinrdewdenansideivinlirestimudludsuuuag
- paddreantsuiluAsuulaidn s
3. myveudluuAsunUasenildfumstunsifoudesiionansusznoudsil
- enansfuseslaemhenuizideunaildeyyelindluuasundas mnldfionans
Susondutu IFosuedaveiliflususes
- dnuilufuseimstunsadoue
4. mldsvoygwlvudludsuuvas fueudlvazdestiszarsssandendiui 100,000 $1m
ARENIINNTT DAC (Drug Advisory Committee) onaldiseniiuAsssutioumnanynssuns
L%a'jwmim?auumqLLﬁlﬁufuLﬂuﬂﬁﬂmﬂﬁiamﬁﬁmzﬁmﬁméf’;aﬂmmw ANUUaBn LAY
JszAnsnmuesen nsdidutl sedesdsiuatulususesnisd unsidous i oudlode

a Y vaos Y - ) & = 1
Wasuuwlasmlasveygnlulususeswsesanluiusesnistunedeousluln

34



PneNUauaNy Il

= = dp =l a o [ a |9 ] = °
ﬂWi‘ﬂmﬁﬂﬂ{]’i‘tL‘Ll?_li_lﬂ’1?ﬂ]uﬂtLUﬂuN@mﬂm%ﬂ’m’]?L@?N@TﬂﬂWIu@WﬁW?M?ﬁSLLMQ@‘Wﬂ’]WLNEJLLN’] tlszantleudszanns w.A. 2563

2.3.2 M3sieagnetiuu (Renewal of Registration)

(%

1. nmsBusereegnziouasdesdunielu 90 fureufiengnzidouardugaas minlsidunielu
szofiiusienadunaliegnadouindld

2. fBurerenignaifoursdiosduimedetuneuduiistunsd nisburetuns dounandus
gnlviad

3. 1usﬁgumauﬂﬁsua¢iaa'1qml,ﬁau fiuveinazdesdsfegnendmiunsidenisedin daeeis
grdmdumsiaTsimaiesUfiRng wagfediafiufiu (retention sample) WaBuwesie
o1gnzeou fiuveasdesthszasssuonysuifiusedninnu FDA wazileldiuaygnliise
ogzfoundn fiuveasdesiiszasamdoumstunadousiuau 500,000 §1n

a. \dleldsveynnlidenignzideuuds aviinseoniawnzideulnl fadunaliiaunsifoudy
Husudunaly

=] | = 1 [ 4 = ] Y v O | PN [
5. VqﬂlﬂmﬂqiﬁaaqugtUﬂu ﬂaﬂUuumaiﬂﬂqﬁﬂumgUUSUBWﬁUNaUUWQu@wﬁqﬂiUiUiaﬂﬂN@@WQ

2.3.3 519N15A53 UL LYY

1. Asssusdendsudunisdunsidousiuau 300,000 S0 uazAsssuLToNnTIATIERN
o uRns

2. Asssuileun Uy 500,000 3¢

3, Asssuilsunisudludsunstuneidousiuin 100,000 $1asonsuluiUdsundasunas

J18N1T

nnewe: A1sssullenlute 1. uaz o 2. estsenslunsdlvetTunsilouenlniuaznstuvenane

VARV
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2.3.4 msnuansarnudunaulunstugaenasn1svunsideudaegn (dossier) wae

deRog1ananAnien
aneuil deiidudvadasin
1 AnwgiiomstusvetunsSouen ogaiiou
2 Busreniandndsionfifuesesnimvetunzifeu
3 FUKA99n FDA Titnszasssuonuszidiy
4 PszAsssuinusziiulugadydsuinisues FDA 1
Uty¥ MD-012456 5u1A15 MEB
5 fudweluaygminiidegamandusionde FDA Tnsdes

Buionansiwsialuiidedneaiuauen (Drug Control
Section)
- lusuduasssudloulssfiudioonlaesuinis
MEB
- miledeuannand FDA MlatiszRuAeniSeuias
& Ingldvasundsdouannanit FOA fmualy
- swmsegeniiaziiuin Tneseydevesen (Fe

N9N15AN Peandiey) sUuuuen (dosage form)

JUT9veten drulseneusevilimiieuslag vun

U539t (accounting unit) wazU3uay
- wnmegrwandusilaunivinEenievineinie
g1uud wenanLenansina1aniadi fue
Jrdesduenans airway bill luwdssensaudnd
aNLE uarseNIfeg AR fumTUIT
Tunsdififinsuudsiegrannouldfunidoudslvitnss
ASTINLTELAIN FDA (@%umaué’ﬁuﬁ 3) M9 FDA agl

auga ety

47l FDA ¥

- PRNVUIABLII LTS

A55SUHeN ST

- H5IEBULBNANT
- NsauLavddanansauaUuAy
- pantuayy m1fIeg1

NAR N

" Guidelines on Drug Registration Application (Ref: FDA/(D)2018/149, Date :15-2-2018) accessed from

http://www.mtg.com.mm/fda/wp-content/uploads/2018/03/Guideline-for-Drug-Registration-Applicants-
20JAN2018.pdf.
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10

11

wenINil Jurveazdainiunmsivigniesmiuseideui

megtunsunsiivesdinaunsALaraaning (Trade

and Customs Department)
deiapegnalyiun FDA aely 1 dUaviiulaiunsiegna

HARAUALANTIVUNIAANINT

- Bunsendeyaluszuuseulaii

https://user.dcdfdamm.online

- szuvazlioygwlvitumveniitoyalinsuduuaslid

U

£%

mneavlusuiiegnansuanignaes

- Burvenideyansuiumseaulall Tneszuvazesn

PUNELAVANVD bR

futanansnesy | MUSuviannssuveaulal syufenans

ANUUTZANANUBNA B LTUTENBUNIVIUA LAEUNTUAIEAULD

ey 60 Yudunalasuwdsann FDA Tidaenansnisiu

N leuile (dossier) LBNANSMLAILABIUSUNBNLN

nsruvesulal gaienarsnlifiunaauiiennuaende

AUsunansruy agkdlesunisiansan

Butoyaiiuinunulasuwdaussuueaulatniely

SYYLIANNVUA

- A5IERULAYSU (MU as)
FOE AR

- genlufuiiamneiaviaz Jui
- senlusunisturvesaulal

- AFIVADUANVD

- LL‘:]JJELﬁé/éuﬁ’WJEJLLﬁlGUGi’JJEJaG]Wﬁ’]G]
(i) Tvigneias

- wilEBudoUusinayBusp
lonansnstuneLSeusag
(dossier) MNA1vEYNRBIATUNIU
- UjasAvemngiudvel
aufiunrsunleteranainniely
nafitvug

- SUlENANSUALATITERULENENS
nstunzidoudng (dossier)

- QANMIIFRLARNIMENFINNTSU
lonansnstunsdouingn
(dossier)

- Ufaslalsuionansnisiu
ngidoumen (dossier) 10
wnanshifisvaiiennudasnsde
- thdaenansnstunsidousae
(dossier) WWN%UG]EJUﬂ’IiﬂS%Lﬁu
warivunsyeznainedldly
SRS LlaeUTTUN

- udsligBudvodideyariuifu
wihiisndulusewinenisfiansan
- QANUIFRLARIMENINNTSU
Foyaiiundy uazsdniunig
NATEURD

_ ulunsinnsanadediy

- ynEansRasadung

oy nlieenluusesnisiu

nz1dyuen (Drug Registration
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Certificate) 14 FDA 3¥a9n
nilsdeudalvigurvetisy
ANsssULannIsTune L Ueu

a I3 1
- MNaNSRATURT UM
DUY19 FDA 92 08nntisdoud

nsuaslviungae

miuaﬂﬂa'nﬁwmwgﬂﬁﬂw
sruvoouladrunsBiuaiisiu
Avealasyyly
12 - frsvAsssudonnstunefouniely 90 Futuussui
Ta5uuda
- dnlnaavangunistiseRulussuuseulall diuenans
Fuatulihdudlonndsdinemu FDA Wedulususesnis
FunziSouen
13 wifudan$ulususesmstunefound FOA melu 60 eenlufusesnistuneideuen
FuuusFuiilddrszenssuden Tngagoanlilifiunuusemgi

grunadudusenueaiitu

2.3.5 10N&a15NA098UUTLNIUNISVRTUN LTI UNARN fUaLESUDIMNS Az e L fagly

Tudasunng (food supplement/ over the counter medicine)

nandulaazdnluevs oevnsiasuuuluegivassnaunindnlaonlivuaainndnsdoe

lumiidugn nIetenanslayuIdusg N1SNE1IBNETTNANTNNEINUNTUTININTBNTSNwIlsaAvnlA

[ (% [

= a

nandusidudaluginunguuie aedy Tunsulunistunzidoueimsiasudsddunaurnanun

WLl UNUNNSIUNE U BUEN
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NN unyidounaniusias uemsiazeniilddedldludsunng (food supplement/

over the counter medicine) Hnansnaaslttulsznauavasnalull

‘fl’agaﬁ.”a‘lﬂ - Administrative data

lonanstieyarly leun
(a) Tuneusua
(b) fuatiuntiidosusenaninm (Free Sale Certificate) loaningvthosmssntsnualy
USLNARUNI
(o) dnuvmisdeaun1nn1sHan (Properly endorsed/Legalization of Manufacturing
Licence copy)

(d) miladesusenInsgIU 1SO (ISO Certificate (Standard))

v 1'% .
VIYANTUAUNTIN - Quality

lnanseayan AN toua

(a) Foyadmnzvesingiu fanvesingiu

(b) M3muANAMNINYBIINgAY

() tonansusluNTegRsUWIUN (master formula)

(d) NFLUIUNTHER

(e) Toyadnizveandnsiaeidnsazy (Finished product specification)

(f) Yoyaeneds (Reference Text)

(9) LoNa35uUsOImaNIsIATIeRvoINandauaidn5agU (Certificate of Analysis (Finished
product))

(i) nanIVAEBUANIAANNYRINGAT eI NS (Stability test of finished product)

dayasunnuUasnisuazusednsnn - Safety & efficacy data

lenastayanuauUaeniLarUseansam

(a) M3vIaUveeiIgd1ny (Action of Active Ingredient) Laydeyas148a

a

(b) YoyaigrfiuauUasnievenansinm
(o) tenasNs3Idu/Teyan1sauniniedrfundndausiiaiuemsdsaivayulaneaaduy

fuadii 1dui seusuves FDA (Research Paper/Literature of Food Supplement

(endorsed by a DFDA-Recognized Research Institute))
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2.3.6 19Na15NA098UUTENBUAIYBIUNLLTIUAIS UL

BNANSUSENBUATBIUNL Ta UM S UL HaanAaaInUTanNaIa ey ACTD @msun1stunleu

[
Y

IS ! ¥ J
1 Av9un 4 g loun

daun 1: Toyailuuaztoyavenansigien
daun 2: VAN IULARIAMNINYBIEYN
gl 3: dilidlideyanieadin (Non-clinical)

Tafiu NCE /wandasiontusdludiounn (New product for Myanmar)

i 4 druidudeyaniandiin (Clinical)

Taifiu NCE /wansauaisluailudounn (New product for Myanmar)

' = v o % a o ¢
a293uUn 1: ?Jaaalawa‘l‘l.lLLawagmjmwaﬁnm%m

[ 4 g =
1. WUUNBIUANYRIUNSLUBY

2. Tudausuna

3. RUIHDSUTDIAN9Y

3.1. n3fldnA1ayAaINsluNITNERALER o

a)  vildesuTeIgaamNTINE LA NlsEeTUTOENUNNER (License of
parmaceutical industries and contract manufacturer)
b)  dyyrdndnayaanslunisnae

o wiliEeTuTes GMP YoHARMLEYN

3.2. nyallnansluniswdnen (manufacturing "under-licence”) (country specific)
a) wilsdeuTeIgRAmMNTIUY (License of pharmaceutical industries)
b) wilideTuTes GMP YBIHER

o) dunudgaliansluninds

3.3, NSUUNIINANN U

a)  wilsdeiusesgnamngsue/AY/wEs (country specific)
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b)  usAeSuIewNAnAuieN (Certificate of Pharmaceutical Product) AgULUY
Murinlngasrnisaundelan
o lenasteyauiunanuiingnen (Site Master File) tiuusimelagulinanely

2 U (country specific)

4. a1 (Labeling)

4.1. NABaUTIY1 (Unit Carton)
4.2. aang1aulu (Inner Label)

4.3, aang1uuvadmeIuseansy (Blister/Strips)

5. %’agaw%mﬁmﬁm (Product Information)

5.1. Package insert (04l Package insert @msuenaniiay)

5.2. Summary of Product Characteristics %58 Product Data Sheet (siodil @115U
NaRnAN NCE Way Biotechnology)
5.2.1.3endns e (Name of the Medicinal Product)
a) e (Product Name)
b) AU (Strength)
) JULuUYee (Pharmaceutical Dosage Form)
5.2.2.U5nauasAnauURvasiiend@fny ( Quality and Quantitative Composition)
a)  AuaudRdienddgy (Qualitative Declaration) AISUAITIEALLDEAFIEN
dfeynal INN 520979 sUindouay hydrate form fiigados
b)  USuwsiedAgy (Quantitative Declaration) laglassneazidunUsune
Frendidnday sie 1 Mheguaaguluue ( per dosage unit)
5.2.3. MwanwazlazULuuemMIandunssy (Pharmaceutical Form Image) 134
wandliiiuduasasomneuudnefidaau Jusy

5.2.4. AadauURN1eAailn ( Clinical Particulars)

a) Vaudltlun1s3nw (Therapeutic indication)

b) PUPLIMAZIoN1519E1 (Posology and method of administration)
c) Uovuld (Contraindication)

d) AABUNLAY LazToA133z39lunslde (Special warning and

precautions for use)
e) DUNINILINULIDUNIDININI818U? (Interaction with other medicinal

products and other forms of interactions)
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f) mﬂﬁuaﬁﬁmiﬁLLazaméiwd’lﬂﬁumqm (Pregnancy and lactation)

9) HaseANLEsaluNsTUTLauRUAS9enT (Effects on ability to
drive and use machine)

h) 2115 ldfeUsEaeA (Undesirable effects)

i) nslasuAuLUg (Overdose)

5.2.5. AuauUAn1andyIne ( Pharmacological Properties)

a) AavantAnIwndynanans (Pharmacodynamic Properties)
b) AN URMLNFvaauAans (Pharmacokinetic properites)
o Yeyarnudaendeannsfnuiniaaila (Preclinical Safety data)

5.2.6. S1880UANNLNEYNTTU ( pharmaceutical Particulars)
a)  Temsmeilidfty (List of excipient)
b)  anulditiuwese (Incompatibilities)
0 ogueden (Shelf-life) leuA egeiiloussglunvugiiiedming engen
n¥rnfinauienudnuiivun orgemdniideldsadausn
d) Jomssyisiawlunisiiiven (Special precautions for storage)
e)  anwuzuardIuUTENIUYBINITULUTIY (Nature and contents of
container)
5.2.7. YefFueygnnanvidethmiedisunutlagtunanlusvenandng (Marketing
Authorization Holder)
5.2.8. launzllausinsue ( Marketing Authorization Numbers)
5.2.9. Yuillé¥uousianzideusii3uen (Date of authorization)

5.2.10. YuifimsuAluufuusaenans (Date of revision of the text)

5.3. Patient Information Leaflet %158 PIL
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d9Uil 2: NANFIULEAIAMNINVDIYT

/ o

S. InAUAI81E1ATY (Drug Substance) Usenaunay

S1. ‘i’f@gaﬁbﬂﬂ (General Information)

S1.1 % (Nomenclature)
- dayadnn Sl
51.2 lassa3ne (Structure)
- doyagnslassaiiemandl suiawmeslewndl (Stereochemistry) wWUUdU#ing
wazuuUanysal gnsluana wazthmiinluanaduivs
S1.3 amamﬁ’ﬁﬁﬂﬂ (General Properties)
- anwaglanzyLAiaznIenn (Physiochemical characteristics) Wag
autRsug MAsades sauds MeTnm (biological activity)

[y

3
9
anuNIRardlu N1USTAY glycosylation sites 139 post-translational

modifications waganalianaduing

S2. ‘ﬁagamimam (Manufacture)

S2.1 gwin (213511nNImila) (Manufacturer (s))
- YouarVioguaagnan
$2.2 MBBUNLNTEUIUNINANLALIBAIUANNTZUIUNTNER

52.3 m3muANIngAU (Control of Materials)*

gAuRsy favhazane ansilddudinszyihufisen dussfisen uas

noAudue ldlunsuanmendifey uazduneunldingauwmaniulusening

<

e

ASZUIUNISHAN ATNISNAADULALLNUNTNIRIITUINTEBUSU (Test and
acceptance criteria) ¥4 IRgAUMATNIU
o ¥ a

- nsmvANwvasiLlawag IngAudiiuvesansnauilnandaldin

- waandln Usean waznisnasiwaaduansn (cell substrate)

* 14U NCE (New Chemical Entity)/ wanAmusienlvsdludousn (New product for Myanmar)
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- szuusuIAseaa (Cell banking system ) A3AS198NWALZIANE
(Characterization) Lag3sn15vadou

[

- doyarudasndeaintisa (viral safety evaluation)
S2.4 MIMIVANTUNBUNINENTFIATY Wazansdsduns (Controls of Critical Steps
and Intermediates)
- JunpuNTHAnTIEAY (critical step) : BN1INAGDULAZLNANINITIDUTUIN
MANFIUTBLANTTNAADY (Experimental Data) 1inseyin o Yumaundfgyves
a A [ I a a I3 I a
nszuvunsaniieliwilaladnssuumandniiniseuauduegem
- a191l5dums (Intermediates): ToyadmIzuAZNITUIUNTIATIEVAN5IS
funs (G%)*
- doyanIAdBUANUAIANTIN (Stability data) Matfuayunisimunan1Iznng
2 o *
AuFnw
S2.5 NMINTIVADUAIIUNABIVBINTEUIUNTHANUAL/MTBNTUTELITUNG (Process
Validation and/or Evaluation)*
- NIATIVABUAINYNABIVBINTLUIUNIHANUAL/MTBNTUTELIUNATD
NITUIUNITHAALUUUTIANLTBLUY aseptic Wag sterilization
$2.6 MINAIUINTLVIUNITHEH (Manufacturing Process Development)*
a ' S a = N Ao o ada a
- LAANTIEAZLEEANTIUNINTURIN RS UL U AR NTADNTEUIUNITHE
way/MIanuTNanvaIsed Ay delylun1s@nu non-clinical, N5y
USunaunanas (scale-up) d115UN13ANYINN clinical MTan1NANLNaT MUY

(production scale batches)

- UsEIRMSHAILINTEUIUNSHAARIUANNUA LY S2.2

S3. NN5MTIVaNEULLANE (Characterization)*

$3.1 Msuanslasiadslazdnwazlanzdue (Elucidation of Structure and
Characteristic)
- MsPudulaTIase WU UENUgINYeY synthetic route kAENITIATIEY

awnedu (spectral analyses)

- Compendial requirement %38 appropriate information mﬂgﬁ:mﬁm

* 14U NCE (New Chemical Entity)/ wanAmusienlvsdludousn (New product for Myanmar)
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- 9gazduavedlasiaing (1) uardeyanmautinianignIm gran1eTinm

U

Y
Y
ANUUTEND wavAMaNURANITNTEAUNY

AufuvaaingAumE@Any
$3.2 @13139Uu (Impurities)
- uansdeyaasuifenfiuasiFovuiimunuviienaaeussinavievdaninand
¢

- Compendial requirement YER! appropriate information %aﬂﬂwam

[y Y o w

S4. nMsmUANINgRURIEE@ATY (Control of Drug Substance)

54.1 Yarhvunnnsg1u (Specification)”
a Y o . . ac ¢ ale v
- SgazBuaverinuuANINggIU (Specification) WaEIBN1SVAADULALLNAIITILY
WA5UINN58U5U (Test and acceptance criteria)
- Compendial requirement %39 appropriate information UBIHH&aR
Y
= =% A o & . . & v
- IPYNNN TIWNEUTETDIER UTELANUY microorganism LUURY
54.2 33n199AT1E9 (Analytical Procedures)*
- uanadeyaldliasennldnaaeuasuusiandalugnsisy
- Compendial methods 38 appropriate information ?erﬁmﬁm
S4.3 NINTIVADUAIAUYNABIVBIITNTIATIEN (Validation of Analytical

Procedures)*

S5. mammgww‘%ai’a@mmgm (Reference Standards or Materials)*

- dayavesansuinsguvseansldlunmsmaaeuansaseu

S6. s¥UUUAYBIN1ULUTTY (Container Closure System)*

- swaazLﬁamzwﬂmaqmﬁuuzmm

S7. AMNUAIANTIN (Stability)

- FIPNUANUAIFNINF

- dayan1sAne

P. WAnAM9ie1 (Drug Product) Usenauiag

P1. anwauzndnduilazdulsznau (Description and Composition)

ANWULNANNUN

* 14if'u NCE (New Chemical Entity)/ wanamusienlvdludousn (New product for Myanmar)
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- WgasdngUlUULaT AN YL YRINENMeien (Dosage form and
characteristics)
- swazBunvesasildiieans (reconstituted diluents) §13]
- Enwnign1vurussy waziUalddmiusuuuue wagansiliioansiian
nSouiu andl
d1uUSENOUVBINARSUI
- swandundiulszneu wasUSinaseniomie wrhfivesdiulszneu Ui

AMNNYBIEIUUTENBY

P2. NSWAILINILAFYNTIN (Pharmaceutical Development)

P2.1 Gﬁa;ﬂammmiﬁﬂmﬂ’mm (Information on Development Studies) *
- Jayansfnwiiaunannauaudsenddgy iesnunduguwuundnsioeien
gn581 NIYUIUNTHER SeUUTURYRINITULUTIY
P2.2 dulsznauuendnsiagien (Components of the Drug Product)
P2.2.1 snendnAgy (Active ingredient)
- doyanrundinduldvesimgusend @yt excpients fiszylu PL mn
Juenagasuan Wuandoyannudiiuldvesingiuied fgyusdazen
- dayan1sAne
P2.2.2 @sUsausia (Excipients)*
- doyamsldansussudsiudslu PL onatinadensviaumesen
P2.3 nansinuaid 593U (Finished Product)
P2.3.1 MsWaIuNgnsA1Tuen (Formulation Development)
- unagumstaungns lngesuiaifnafumsiannsdndusion (aofiansan
feaUszanAveisnsivisuazn1slden nsdle1 NCE uag Biotech)
P2.3.2 Overage
- STYMANAYRINTT Overage
- paandEnwalEndwazdInn (Physicochemical and Biological
Properties)
- Fhudsenen MAedestunisrhauvesdndu wu A1 pH warnns
dangm

P2.4 NSAAIUINTZUIUNTITHER (Manufacturing Process Development)

* 14U NCE (New Chemical Entity)/ wanAmusienlvsdludousn (New product for Myanmar)
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- OBUNYNITAALADNNTZUIUNITNAR
- %LLRNF’YM&JLLGmGi’NiSMdWQﬂSZU’JumiN?ﬁG}(ﬂ'N"] findaiiensidenneeain
pivotal clinical batches wagnszuiunsiszylilu p3.2 &l
P2.5 izUUﬂWE}QﬂWWUi%} (Container Closure System)
- deayan1siansanaumigavetsE ULTnreInTus Uy iunsiushw
nsvuds wag nsinluly

a

P2.6 AuaNURN199aTTINe" (Microbiological Attributes)
- AuaNURn199a%INe1UeIFURULEN (dosage form) Uil ITes
P2.7 Anadiulaveswdndae (Compatibility)

- wanadeyaanuiniuldvewdndueiiuiviazany viveaunsalussyen

P3. n15wa® (Manufacture)

P3.1 gnsrasun1swan (Batch Formula)

- izq%aLLaw‘%mm%ﬂmuﬂigﬂawmé]’a
P3.2 N5¥UIUNTHANLAYITN1TAIUANNTEUIUNSHER (Manufacturing Process and
Process Control)

- ABUNENTTUIUNINAALAEITNITAIUANNTEUIUNTHER
P3.3 msmmusﬁgumaumimamﬁﬁwﬁ’muazmiﬁﬁé’um% (Control of Critical Steps and
Intermediates)

- FBasvedeusazinaeifildRatsannsuensu (Test and acceptance criteria)
P3.4 N13ATIAADUANAUINABIVBINTLUIUNITHER Uaw/vTon15Useiiuna (Process
Validation and/or Evaluation)

aﬂ’]i@i'ﬁ"\]ﬁ@Uﬂ’)’mgﬂﬁ@\‘]‘U@\‘iﬂi%‘U’JUﬂ’ﬁNa(ﬂLL@Sﬂ’ﬁﬂi%LﬁUNﬁFLusﬂuﬂ@@u

Wen1TATIEialna Ay dslglunszuIunTHan

[§

P4. mMsmuANasUTaUeAs (Control of excipients)

P.4.1 FarmununsgIu (Specifications) Voa5Ugaee"
- Compendial requirement %38 appropriate information 21NHKARA
Y
P4.2 3501534A5199 (Analytical Procedures) &dldlun1snaaeauansusauss
- Compendial requirement %38 appropriate information 21NHKARA
Y
P4.3 ansUsausianilunasniinainuyudnsadnd (Excipients of Human or Animal

Origin)*

* 14U NCE (New Chemical Entity)/ wanamusienlvsdludiousn (New product for Myanmar)
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- doyaiieaiuiiun way/miedsuuiteu (Adventitious agents)
- Compendial requirement VD! appropriate information mntﬁwam
Pa.4 ensusausieiiduansuialusl (Novel Excipients) *
- nsdifiansusaumsgninanuduadeusnlundnfaumewieluguuuunsue,

WUUlY MBI IEaLREATIIVAIAYBINTSHARLAE NTANYIAMEN YL

P5. M3nIuAuEAnsueidn5aU (Control of Finished Product)

P5.1 Yafimunu1nsgIu (Specification)
- defmuanasgiuveswdniueidniogy
P5.2 38119915189 (Analytical Procedures)
- BanFwneiildlummaaeundafasidifegy
P5.3 MIATINAOUANINYNABIYDIITNTIATIEN (Validation of Analytical
Procedures)

[ | I

- Jayarneg 1 Teuan1svaesdIMIuNIINTINEOUAINYNABIVEITIBNIS
a ¢ a [y f o
UATIZANAANUNANIVFY
- 3% non-compendial methods
- n3kI8 compendial methods MlAsUN13M5IAdUANYNADIALHIUE
P5.4 N13IATILNTUNITNEN (Batch analyses)
- ANBTUILLATNANIITVNAABUTUNSHARTILNE TN IVUA
P5.5 N15M5198NBMZLaN1U09a1530UU (Characterization of Impurities)
% a o o &
- YayalngINUanuuzianIzyesaTUullau
- Compendial requirement %39 appropriate information NAHERA
Y

P5.6 N5AUAAMANAYBIUBMMUARNIE (Justification of Specifications)

- YuannaravesdefvunlRrveINanSnTid 153U

P6. s¥uuUnv89nN19ULUTTY (Container Closure system)

- LWUUT88%188AT0Y primary packaging $I1899188%1880 secondary packaging
UTEMLATIUINYRINITULUTTIUAL T8I DEAvesde oy luuTIasiau (Wu a1sgn
& < £%
AT LTURY

- mMyUantinlvsiufansseyrilavesian ity Uuussdum

P8. ANUAIANIN (Stability)

- FINUANNAANTNLAAITIANUAITIVBINEAAUIRINERaanD e T LY UL LY

* 14if'u NCE (New Chemical Entity)/ wanamusienlvsdludousn (New product for Myanmar)
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- AdulunsfnwenuasanwmdinenlaSueydRlndvung

P9. MaNgIUANANLATDINENSIUIE (Product Interchangeability Equivalence evidence)

dmsugnandgintiu

- Invitro
nsAnwNeIRUNITAAI8@I (Comparative dissolution study)

- Invivo

NsANwREINUTIEULATE9EN (Bioequivalence)

dauil 3: daunlailddayanieagdiin (Non-clinical)

Tgfiu NCE /manfagionTusiludisuun (New product for Myanmar)

1. Snwauziialy (General Aspect)

2. yUuuulasaainuaziilemn (Content and structural format)

1. unilisuasuineriudeyanlailenieeadn (Nonclinical Written Summaries)
1.1 wnd¥3Inen (pharmacology)

a

1.1.1 Lﬂﬁﬂjwamam‘ﬂgugu (Primary Pharmacodynamics)
1.1.2 wndunaransnaegil (Secondary Pharmacodynamics)
1.1.3 wdineimnulasnne (Safety Pharmacology)
1.1.4 nmzdunsisensewineniiiaainnalnmandynaaans
(Pharmacodynamics Drug Interactions)
1.2 %’@;ﬂaLﬁ'mﬁ’wé’ﬂmimqmé’maumam% (Pharmacokinetics)
1.2.1 M3gAe (Absorption)
1.2.2 M3unsnszae (Distribution)
1.2.3 mawAsunUasmaunueddy (Metabolism)
1.2.4 M139U8199NUBNIINNY (Excretion)
1.2.5 amzdunsisenszminsendiinainnalamandunamansilalanig
AN (Pharmacokinetics Drug Interaction (non-clinical))
1.2.6 miﬁﬂmmﬁmaumam%ﬁ'uﬂ (Other Pharmacokinetics Studies)
1.3 %’amﬂalﬁmﬁ’uﬂwﬁ‘mm (Toxicology)

1.3.1 anudufiwiniinainisiiennsaden (Single dose toxicity)
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1.3.2 Anduiuiiinainisliendne (Repeat dose toxicity)
1.3.3 anuluiiusiassuuiugnssy (Genotoxicity)

1.3.4 @sneuwi5e (Carcinogenicity)

1.3.5 anuduiivsiesyuuduiuguaznmsiaunvesiiesy (Reproductive

and developmental toxicity)

1.3.5.1 pnuduiiwsionisadyiiuguaznmsiauvadenuiloly

szazlIn (Fertility & early embryonic development)
1.3.5.2 anudufivseimuinisvesenuile-moouluassd
(Embryo- foetal development)
1.3.5.3 MIiuINDULasnaInasn (Prenatal and postnatal
development)

1.3.6 AVUNUANIZT ( Local Tolerance)

1.3.7 msanedgrfuanudufivug @)
- AUENNIatuNSIUGATE1T WL (Antigenicity)
- MydasruuilAuil (Immunotoxicity)
- ANSTINE (Dependence)
- NMIWINAEYE1 (Metabolites)

- nMsUuau (Impurities)

daufl 4: douludeyanieadiin (Clinical)

T4y NCE /manfauaianTusiludisuun (New product for Myanmar)

1. winnalun1swmuInansiae (Product Development Rationale)

2. NMNTMVDIEN TNV N (Overview of Biopharmaceutics)

AMNTIN9AALIN " Clinical Overview "
1. wnnalunswmunnEnsiaet (Product Development Rationale)
2. MNTIMVBITUNFUA U (Overview of Biopharmaceutics)
3. AMNTIVRANFVINGM9AATN (Overview of Clinical Pharmacology)
4. asanaulseansnnlunissnwn (Overview of Efficacy)

5. AMTINuAUlasnsie (Overview of Safety)
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6. ‘U‘ﬂa?dﬁm%ﬂmﬁﬁléf%ﬁummL?iaﬂ (Benefits and Risk Conclusions)

unagun1eAailn ' Clinical Summary "
1. Unaguresnsinymstandunssunazisinsgidiieades (Summary of
Biopharmaceutic Studies and Associated Analytical Method)
1.1 anduniiazn sy (Background and Overview)
1.2 unasuresan1sAnsiiazn15AnYl (Summary of Results of
Individual Studies)
1.3 MsUSsuiigunasinszinan15An®InI9e) (Comparison and Analyses
of Result Across Studies)
2. UnaguueIn1sAnyInILnd¥Ing naaaiin (Summary of Clinical Pharmacology
Studies)
2. 1 Anudunuazn sy (Background and Overview)
2.2 UNajuveINanIsAN¥ILAaEnN15ANYY (Summary of Results of
Individual Studies)
2.3 mMalIsuliisulazilAszinan1sAnesinee) (Comparison and Analyses
of Result Across Studies)
2.4 NM3ANEINLAYAN°) (Special Studies)
3. unagumuuseansammnieadin (Summary of Clinical Efficacy)
3.1 anudusnuaznmsitvesUsyansainmiemailn Background and
Overview of Clinical Efficacy
3 .2 unagUvesransAnyILiazn1sAny) (Summary of Results of
Individual Studies)
3.3 MSWUIBUTIBULAZILATIZINANI1SAN®IR199 (Comparison and Analyses
of Result Across Studies)
3 4 mnseiteyamenainfiduiudiuruineifiuugii (Analysis of
Clinical Information Relevant to Dosing Recommendations)
3 5 arwuseiliewalszdning waz/vse anunuses (Persistence of
Efficacy and/or Tolerance Effects)
4. ynasuanudasnienieadin (Summary of Clinical Safety)
4. 1 nslasuen (Exposure to the Drug)

4.2 wgnsadlaiiauseasnsngg (Adverse Events)
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4.3 M3Uszllunan1epatinanviealfuing (Clinical Laboratory
Evaluations)

4.4 Foyaasdn, Adinuannisnsansienie, wasdedunndunfiiestuaing
Yasnane (Vital Signs, Physical Findings, and Other Observations Related
to Safety )

4.5 anudaeadslunguiitey uagluaniunisaliivey (Safety in Special
Groups and Situations)

4.6 Teyandsa1nnisimingen (Post-marketing Data)

5. UNAMNEDUDIAAZN13ANYT (Synopses of Individual Studies)

F89UNIANBINIeAATN (§731) "Clinical Study Reports " (if applicable)

1. $1897UN1TANIVOTNEVNITU (Reports of Biopharmaceutic Studies)
1.1 $7997UM15ANYY BA (BA Study Reports)
1.2 1897UNsANYIUTBULAEU BA %30 BE (Comparative BA or BE Study
Reports)
1.3 enunsdnwanuduiusveinisnaaedhy naeavaaouayluddidin
(In vitro-In vivo Correlation Study Reports)
1.4 $389UNTHATIERLALTITBuaTTIATIEY dmTunsAnuluny el
(Reports of Bioanalytical and Analytical Methods for Human Studies)

2. waussMIAnnfsetunduaaumaniiilidafagaininud (Reports of

Studies Pertinent to Pharmacokinetics using Human Biomaterials)
2.1 18UNANEIN1ITIUAUNaI@NlUSAU (Plasma Protein Binding Study
Reports)
2.2 MeuMsinyiaiuunuedafifunas Sunsiseves(Reports of

Hepatic Metabolism and Drug Interaction Studies)

a

2.3 seunsanulaglitiTandusvesuyed (Reports of Studies Using
Other Human Biomaterials)
3. MenuUMsAnyndyaauranslunyee (Reports of Human Pharmacokinetic
(PK) Studies
3.1 TENUNTANY PK TUgSUn15nnaesguaIng waen1snusae1sveswsn

(Healthy Subject PK and Initial Tolerability Study Reports)
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3.2 eaunsine PK ugfie wagnsvusiosnszezusniu (Patient PK
and Initial Tolerability Study Reports)
3.3 18a1uMsAnw PK Tungudsewinssine (Population PK Study
Reports)
4. UM sfnyndunaranstusyee (Reports of Human Pharmacodynamic
(PD) Studies)
4.1 989°UN15ANWT PD wag PK/PD TugSunmaaedaun1ng (Healthy
Subject PD and PK/PD Study Reports)
4.2 T19unsAnen PD uay PK/PD Tugfhe (Patient PD and PK/PD Study
Reports)
5. 18UNMIANYIAILUTEAVE A LazAINUaeAY (Reports of Efficacy and

Safety Studies)

a a

5.1 SeuvssMIAnyIMsaiinifinguauauds tRedestudeuddiudall
(Study Reports of Controlled Clinical Studies Pertinent to the Claimed
Indication)

5.2 SIvuvesMIAnyINIsAaiind1silsifinguauau (Study Reports of
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- The National Drug Law (The State Law and Order Restoration Council Law No. 7/92)
The 5th Waning Day of Tazaungmon, 1354 M.E. (30th October, 1992)

- The National Food Law (The State Law and Order Restoration Council Law No 5/97) The
9th Waning of Tabodwe, 1358 M.E.(3rd March, 1997)

- The Traditional Drug Law (The State Law and Order Restoration Council Law No. 7/96)
The 10th Waxing Day of 2nd Waso, 1358 M.E. (25th July, 1996)

- The Traditional Medical Council Law (The State Peace and Development Council Law

No. 2/2000) The 9th Waxing Day of Pyatho, 1361 M.E. (14th January, 2000)

wmmuamanmsﬁuq

- Annex VI, ASEAN Guidelines on Claims and Claims Substantiation for Health
Supplements

- Ministry of Health and Sports and Department of Food and Drug Administration, “A
Guideline on Drug Registration Application,” (February, 2018) FDA/ (D)2018/149.

- Pharmexcil, Pharmaceuticals Export Promotion Council of India, "Regulatory & Market
Profile of Myanmar," (2018)

- Swe Mon Aung, "Food and Agricultural Import Regulations and Standards Union of
Burma," Global Agricultural Information Network, USDA Foreign Agricultural Service, (1
November 2018).

- Thida Aye and James Finch, "Pharmaceuticals in Myanmar — Law and Procedure,
Singapore Journal of International and Comparative Law (2000) 4, pp. 115-147.

- naumAuguanauaangnaa d1tne1s, AUNNUANENTINNITEIMNTWALEY, "IANINMIILAL

WWINNNTOURY INHERSILES NI TTdaaAuwasHan aiTadalead," Tguiey 2558
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°I.U€J‘in§£y,’mﬁ’1L%’ﬂﬁ?aéﬂﬁwaﬁﬁm%m (Approval for importation of drug samples)

[y C @
(Y:P_IE')EUJG 31]%(53'335(73@330?[_935)?
Ministry of Health and Sports

33@3“3‘36&]39’565680“6]“(!36“36 “G“g“
o J p o o 0 G]-ﬂell 05’)?

DEPARTMENT OF FOOD & DRUG ADMINISTRATION

Cs C c
Clesglyalctyatcrloles)
1
Approval No.
200580CePID
L EP Lo
To whom it may concern

Gmrﬁeug[gd]uﬁﬁm 5 em%@tﬂeao*é]' =3a’3°[§cm°56035 Bo0OmEaS
lnl @ : "EtP" : l:cl’ 5[' (3] 1 i 61
c 1 @c g__« c _.C . A c__c
GCD‘JD(T}CHD:(D?UQ} '? C\ES’B'UGQT} OﬁnmUi:lﬁl:thGEﬂ'}CgI(DGﬁ» GO:L)PCT}{T}OSC
f‘[g . C . ’]n . OBC oOC e l'."n o] croec C f‘c f‘p .
610|go00:20PIEE0:01:$RFIGPIM|§§ISCCIBAPCI) oo|mo 0DCOYC:|5CE30:

Ca O C C
6002003000200
L
In order to camry out necessary tests on drugs which have been applied for registration in

Myanmar, approval is hereby granted fo under mentioned person to import one consignment of drug
samples as specified in the attached schedule overleaf.

0‘36336‘96 ODJS‘E}H 5
o ‘Oneﬁl il E
Name of Person

OC e o T Ly T
%CCM:O@@GGFO?OD[‘;P:S??U}
NRC. No.

oC

(AN 18108]

Address

cobciiameas

ket 2

Name of Business
nE00IES
L= IL E

Name of Consignor
cSben
Address
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95@ 20056

i (g 4

Date of Approval
C

gg@lrmm

Valid up to

Signature
Ly
ac@l:nlaiaue ---------------------------
————————————— Name e
PO mmmmmeeomoomooneeoooes
[y - -
------------ ©pO:MEEg|MYPILC] ogc@arﬂ Designation =~ -—-——————

See conditions attached
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oA/

Soobo
&
horma of

Manufacturer/
Country

)

cr)g-
SEI0

Sqgasy
AU

Q

*Tpmé agé:uﬂr: .uml-.qj
B _
Packing &
Presartotion

Gan0 =
PR

Dosnge Formyf
Strength

iﬁ'mél

Mame of Drugs

[trade name/ generic name)

camoke
myoiodBSomupl/

o3
$fl
ko
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opdindigyadap
Conditions

o gonéapéifgéeanobdqodigaé:)wn meproéfgéoopde wpboopdaddliéfiden S ool
seoomds|aieurdd
This approval shall official only with use of original Approval Certificate. Copy in any from shall be
void.
U cfecksusnmnéyéfleonadigedannd mépiémEndéiféad coabiFfiblsvijonen
aohyadommamepéiagé ammodiadesppaicoqgupd
This approval shall be applicable for only consignment and shall be invalidated from the date stated on
it,
21 ajonéaplilgérecnnddgodannd conducdapd sudfgeomepfulicdon péf B0 fgdfealpiondd:
mbearaborn ajendiaéiofy qr
The approvel is granted to a person as stated in the permit. This permit is not transferable to another
persor,
g1 malvfgop) ofpéileantdomnz ofplipé wodmd: rrggmécﬂq}gj [o)uchoagé:
moroReImsé emiokapdmiee: fdigisdl ficopimdiquph
The unused approval must be returned to the Department of Food & Drug Administration within two

davs from date of expiry of the approval.
g mé:gé:@&cmn%im?@ fo}:ﬂqm el ul cmgﬁmcm m:ﬂrﬁmmngqnmggméﬁ&u

sepadepdfadn ofg|opSap

Mo Change or deletion shall be made to any expression of the approval and of the anached
schedule

5 ﬂm&g&@:cmﬁ Svomes oatapligeon EII:E;!:?EWJ&E 1:::\6:13{5:345 SOOI S oo
woxme58é szckapbmen:Bibigneal a%rﬁ:q::n’iqﬁgaf? cqu&qﬁ:méct?o@ (o)ocbeacyés
ma&ﬁ:w:%quél

The imported drug samples and the approval must be submited to the Department to Food & Drug
Administration within one week from the date of clearance from port of entry.

o0 ﬁm%mé Gaq:o']:?{ﬂrﬁﬁ:lé mEagE:ﬁé:amrﬁém;é i:u}mnu’]mbg?c%{ﬁqwacﬁéﬁﬁacﬂ
soghiopepaeepifibedlclnmépiipdefos ahconodeqepd

Submitted drug samples must be totally in compliance with specifications stated in the schedule.

The kolder of the approval shall bear the responsibilities of anv discrepancies.

m saondolepdim giriupoanaindengd yodagaddlmempdBpussgmmemegagit:iqupd

Failure 1 comply with above mentioned conditions, is lizble to actions in accordance with existing
ritles and regulation laws.

p1 afonéapéifficancbimaiéennésynal echdméeagpoimngmmed emokynmépépogé
oS dmeomdgfecSegonhoeybeberdyS et pasely

[n importing sample drugs, holder of the approval shall comply with existing rules and regulations of

Commerce and Customs departments.
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A519EAIUSUIUAIDE1INANN N B1NRB9E I FDA (nsalgiuAvadunziiaulng)

Reguired quantities of sample drugs for initial registration

No Drug Category Required Quantities
Tablets/ Syrup/ Injection Topical
Capsules/ Suspension/  (Ampoules/ {Tubes/Bot.
United Dose  Elixir (Up to Vials) {Bot.)
120mil)
1 Anti-bacterial 500 50 50 50 50
2 Anti-fungal 500 50 50
3 Anti-viral 500 50 50
4 Anti-malarial 500 50
5 Anti-tuberculous 500 50
6 Anti-amoebic 500 50 50 50
7 Anthelmintic
(a) Single dose 150 doses 50
(b} Multiple doses 500 doses 50
8  Anti-inflammatory 500 50 50 50
Drugs(Mon-steroidal)
9 Anti-depressant 500 50
10 Anti-psychotic 500 50
11 Anti-convulsant 500 50 50
12 Anti-parkinsonism 500
13 Anxiolytic 500 50
14 Anti-diabetic 500 50
1% Anti-thyroid 500
16 Anti-emetic 500 50 50
17 Anti-diarrhoeal 500
18 Antispasmodic 500 50
19 Antacid 500 50
20 Anti-ulcer 500 o0 a0
21 Anti-asthmatic 500 50 50
22 Antitussive 500 50
23 Antihistamine 500 50 50
24 Mucolytic 500 50 50 50
25 Anti-anginal 500 50
26 Anti-hypertensive 500 50
27 Anti-arrhythmic 500 50
28 Beta adrenergic 500 50
blockers
29 Calcium Antagonnist 500 50
30 Diuretic 500 a0

31 Anti-hyperiipidaemic 500
32 Anti-heamorrhoidal 500

*33 Ant-neoplastic 200 30 30
34 Anti-migraine 500 50 50
39 Anaesthetics® 50 50 50

* Antineoplastic from India must be submitted with own COA and Lab analysis Report from
Accredited Laboratories.

*Antineoplastic from other Countries must be submitted with own COA and Test result from
accredited Analytical Laboratory,|
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No Drug Category
Tablets/
Capsules/
United Dose
36 Amino Acids 500
37 Antianasmic 500
38 Contraceptive 150 cycles
39 Corticosteroids 500
40 Intravenous
Replacement
Fluids
41 Plasma Expander
42 IV Glucose (10%
25% 50%)
43 Multivitamin 500
44 Nootropic 500
45 (a)Oral Rehydration 500
Salt tablets
(b)Oral Rahydration 200 Sachets
Salt Powder {one liter pack)
400 Sachets
{less than one
liter pack)
46 Uricosurics 500
47 Vaccines

48 Dermatologicals
49 Eye/ Ear Drops

LVP = Large Yolume Parenteral,

(500 ml & above)

Note: (1)

)

)

Required Quantities

Syrup/ Injection
Suspension/  (Ampoules/
Ellixir (Up to Wials) (Bot.)
120mil})
50 50 50
(LVP)
50
(SVP)
50 50
50
50
(LVP)
50
(SVP)
50 .
50 50
50
50

Topical
(Tubes/Bot.)

50

50
100

SVP = Small Volume Parenteral.

(Less than 300 ml)

All the submitted sample drug must have a minimum of two years' shelf-life(or

% of ™ total shelf life)

In case of large sized packs (e.g. 500's, liter pack or jar) the required amounts

are 3 bottles.

If more than one type of packaging or pack sizes are applied simultaneously
for registration any one of small sized packs may conform to the prescribed
amounts. The remaining have to be submitted in a minimum of four unit-pack
each if it is a small sized pack and one unit-pack each if it is a large sized

pack.
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No

~ TN b b=

9

10
11
12
13
14
15
16
17
18
19
20
21
22

M1T19UARIUTUIUAREINEN IRl FDA (nsaiguAtvasaangnzileu)

Required guantities of sample drugls for renewal

Drug Category

Anti-bacterial
Anti-fungal
Anti-viral
Anti-malarial
Anti-tuberculous
Anti-amoebic
Anthelmintic
(a) Single dose
(b) Multiple doses
Anti-inflammatory
Drugs{Non-steroidal)
Anti-depressant
Anti-psychotic
Anti-convulsant
Anti-parkinsonism
Anxiolytic
Anti-diabetic
Anti-thyroid
Anti-emetic
Anti-diarrhoeal
Antispasmodic
Antacid
Anti-ulcer
Anti-asthmatic
Antitussive
Antihistamine
Mucolytic
Anti-anginal
Anti-hypertensive
Anti-arrhythmic
Beta adrenergic
blockers
Calcium Antagonist
Diuretic
Anti-hyperlipidaemic
Anti-heamorrhoidal
Ant-neoplastic

Tablets/
Capsules/
United Dose

300
300
300
300
300
300

50
50
300

300
300
300
300
300
300
300
300
300
300
300
300
300
300
300
300
300
300
300
300

300
300
300
300
100

Syrup/
Suspension/
Elixir (Up to

120ml)

20

20
20
20

20
20
20
20
20

Reguired Quantities

Injection
(Ampoules/
Vials)

30

30
30
30
30
30
30

30

30

10

(Bot.)

20

20

Topical
{Tubes/Bot )

15

* Antineoplastic from India must be submitted with own COA and Lab analysis Report from
accredited laboratories.

*Antineoplastic from other Countries must be submitted with own COA and Test result from
accredited Analytical Laboratory.
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No Drug Cateqory Reguired Quantities
Tablets/ Syrup/ Injection Topical
Capsules!  Suspension/ (Ampoules/ (Tubes/Bot.)
United Dose  Ellixir (Up to Wials) {Bat.)
120ml)
34 Anti-migraine 300 20 30
35 Anaesthetics™ 30 20
36 Amino Acids 300 10{LVP)20 15
(SVP)
37 Antianaemic 300 20 50
38 Cold Remedy 300 20
38 Contraceptive 30 cycles
40 Corticosteroids 300 30
41 Intravenous 10
Replacemeant (L\P)
Fluids 20
(SVP)
42 Multivitamin 3oo 20 50
43 Noofropic 300 20 30
44 (a)Oral Rehydration 100
Salt tablets

{b)Oral Rahydration 30 Sachets
Salt Powder (1L pack)

20 Sachels

(< ona L pack)
45 Uricosurics 300
4€ * Vaccines 3D
47 Dermatologicals 15
48 Eyel/Ear Drops 15
LVP = Large VVolume Farenteral, SVYP = Small Volume Parenteral,

{500 ml & above) {Less than 500 mi)

Mote: (1) All the submitted sampie drug must have a minimum one year of shelf-lifs
(2)  Incase of large sized packs {e.g. 500's, 1000's liter pack or jar} the reguired
amounts are 2 bottles or boxes.
{3} If more than one type of packaging or pack sizes are applied simultansously for
registration any one of small sized packs may conform te the prescribed
amounts. The remainings have to be submitted in a minimum of one unit-pack
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The State Law and Order Restoration Council
National Drug Law

{The State Law and Order Restoration Council Law
No. 7/92)

The 5thWaxing Day of Tazaungmon, 1354 M.E.
(30ch October, 1992)

The State Law and Order Restoration Council
hereby enacts the following Law:-—-

CuapTEr [

Title and Definition

. This Law shall be called the National Drug Law.

2. The following expressions contained in this Law
shall have the meanings given hereunder:—

{a) Board of Authority means the Myanmar Food
and Drug Board of Authority formed under
this Law;

(b) Drugmeans a substance for use, whether internal
or external in the diagnosis, prevention and
creatment of disease, birth control or for any
beneficial effect in human beings and animals.
This expression also includes a substance deter-
mined as a drug by the reievant Ministry by
notification from time to time;
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-

{c) Essential Drug means a drug which is deter-
mined by the Board of Authority and which is
essential for the health care of the majority of
the people;

(d) Fake Drug means the following:-

(i) a drug the whole or part of the label of which
is an imitarion or resemblance by various
means cr is written sintlarly;

(ii} 2 drug in respect of which the expiration
date or manufacturer or distributor or place
of manufacture or country of manufacture
is fraudulently shown;

{ili) a drug in respect of which it is fraudulently
shown that it is manufactured according to
the formula mentioned at the time of regi-
stration of the drug;

(¢} Drug Differing from Standards means a
drug which is not in conformity with the
specifications of a relevant drug or a drug
which is lower or higher than the minimum
or  maxunum  standards prescribed by the
Board of Authority in respect of the standard
of drugs.

(f) Drug Specifications means a statement of
complet2 specifications relating to such drug or
complete specifications mentioned in the phar-

-
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(2

(h)

()

(k)

macopoeias recognized by the Board of Autho-
ricy; '

Deteriorated Drug means a drug the expiration
date of which has been reached or is past or a
drug which has so denatured in any manner that
it has become a drug differing from standards;

Adulterated Drug means adrug which contains
who!ly or partly, a deteriorated drug, other drugs
or substances;

Expiration Date means the date mentioned
on the label of 2 drug to indicate that such drug
no longer possesses the claimed efficacy, safety

and quality;

Label means the indicaticn in manuscript or
printed, which is displayed on the container,
bottle, pack, outer package or any packing mate-
rial in which the drug is contained;

LabeHing means the act of displaying labels on
the container, bottle, pack, outer package or
any packing material in which the drug is

contained;
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(h

{m)

Pharmaceutical Raw Material means the
substance to be used in the manufacture of a drug:
and which is detarmined by the Board of
Authority;

Drug Registration means the registration of
the drug with the Board of Authority for the
purpuse of manufacture, import, export, storage,
distribution and sale of the drug;

{n) Licence means a permit granted for the manu-

{)

factire, storage, discribution and  sale  of
pharmaceutical raw material or drug;

Drug Manufacture means the operations to be
carried out in the manufacture of a drug. This
expression zlsc includes the performance of all
operations carried out in processes commencing
from the pharmaceutical raw marerial or
performance of any stage of those processes.
However, it does not include compounding of
drugs according to medical practitioner’s or
dentist’s or veterinarian’s prescription for the
relevant pacient  at a hospiral, dispensary and
drug retail shops;

Sale of Drug means an offer, agraement, attempt,
exhibition, storage, possession, distribution and
sale for the purpose of selling the drug;

4
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ac

(9)

(r)

(s)

(1)

Storage of Drug  means systematic storage
to presarve the efficacy of the drug;

Quality Assurance means the warranty of
the wiwnole process including obtaining of phar-
macautical raw maiacial, manufacture of the
drug, packing., siorage, distribution and sale,
with th2 obj2ct of enabling every consumer of
the drug te use genuine quality safe and effective
drug:

Advertising maans carrying out measures in
2 direct or indirecc manner to inform the public
in order to promote distribution and sale of
the drug;

Primary Laboratory means a laboratory pre-
scribed by the Board of Authority by notification
to analyse samples of the drug;

Appellate Laboratory m2ans a  laboratory
specified by the Board of Authority in order
that a final and conclusive decision may be made
in respect of analysis of drugs after re-analysis
of samples, when a problem arises in respect of
analysis remarks of drugs from primary labora-
tories or whan either party is dissatisfied and
files an appeal.
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Caapter I1
Aims

3. Tha Myanmar Food and Drug Beard of Authority is
formed with the following aims:—

(@) to znable the public to use genvine quality, safe
and effective drugs;

(b} to register drugs systematically ;

(¢) ro enable the public to consume genuine quality
and safe food ;

(d) to control and regulate systematically manufac-
ture, import, oxport, storage, distribution and
sale of food and drugs.

Cuaptrr III

Formation of the Myanmar Food and Drug Board of
Authority

4. The Governmaont shall form the Myanmar Food and
Drug Board of Authority cornsisting of the following
persons -

(a) Ministet Chairman
Ministry of Health
(b) Depuzy Minister Vice-Chairman

Ministry of Health
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{c)

(d)

(e)

(f)

(g)

(h)

(1)

)

Director General
Depariment of Health
Ministry of Hzalth

Diracior of Madical Szrvices
Ministry of Defence

Director General

G:zneral Administration Depart-
ment

Ministry of Home Affairs

Director General

Livestock Breeding and
Veterinary Department
Ministry of Livestock Breeding
and Fisheries

Managing Director
Medicines and Madical
Equipmant Trading
Ministry of Trade

Managing Director
Myanma Pharmaczutica! Industrias
Ministry of No. | Industry

Managing Director
Myanma Agriculiure Service
Ministry of Agriculture

Managing Director
Myanma Foodstuff laduseries
Ministry »f Na. | Industry

Member

Member

Mamber

Member

Meamber

Member

Member

Member
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(k) An expert each relating to the  Mamber
following subjects :— '
(i} Medicine
(i) Pharmacclogy
(i) Pharmacy
(iv) Veterinary Science
{v) Chemistry
(vi} Pharmaceutical Industry
() A person assigned responsibility  Secretary
by the Chairman

Cuaprer IV

Functions and Duties

5. The functions and duties of tha Board of Authority
are 2s follows 1 —

{7} layirg dowa the policy resating to regisiration
of drugs :

(b) taying down thz policy relating o determination
of an asszntial drug;

(¢) laying down the policy relating t& the utilization
of drugs;

(d) determining the quelificazions of persons entitled
to apply for licanes and the terms and conditions
theraof for the manufaciure, storage, distribution
and sale of pharmaceutical raw material  or
registerad drug;

(e} stipulating terms and conditions for the manu-
facture, import, eXporit, sLOrage, distribution






(7

(m)

)

and sate of pharmaceutical raw material or
registered drug;

(f) determining good practices for assurance of

quality in respect of manufacture, clinical tests
and laboratory analyses of the pharmaceutical
raw matorial or registered drug and all matters
relating to drugs;

permitting, refusing, temporary revoeation and
cancellation of registration of drug;

granring, refusing, temporary revocation and
cancellation of a licence;

stipulating terms and conditions relating to
labelling of drugs, and advertising;

determining and cancelting any type of substance
as 2 drug;

forming committeesin respect of matcers relating
to expertise and determining the functions
and duties of such committees;

forming Food and Drug Supervisory Committees
in the States, Divisions, Districts and Townships
in order to supervise matters relating to food
and drugs; dozermining the functions and duties
of such committees;

prescribing primary laboratorics and appellate
faboratories;

stipulating terms and conditions relating to food.

9



H

5

¢
WA 6o
Lt

G&D:Of]:

=lel

Y
| Eﬁﬁ.@c
2 1
WG 300 1t
o [
B né

<

C

OO0
c
[y
C

<
C't £
3¢
oy
ngeﬂ
<
c3
RO ANEDD
Be:

[ WENI2C

<

[Henleslabld)

$0)
J
L.
[Slap]
L

6

(9)

0

[oalEa)]
S odsogoSeon3

2

L

;
o5
e f

1
a

829$
I
H

c

3
c
399§

3
CPGQO

LCIIHC

L

o ¢
“
&

L
oc

COCY
00
SBCIES’BGOgS G269

e a2

ol

9
.

0

20



6. The Beard of Authority may delegate any organization
or any person to carry out its functions and duties.

CHAPTER V

Registration

7. A person desirous of manufacturing, importing,
exporting, storing, distributing and selling pharmaceuti-
cal raw marerial or drug shall register the relevant drug
with the Board of Authority in the prescribed
manner.

CuarTER VI

Application for Licence

8. A person desirous of manufacturing, storing, dis-
teibuting and selling pharmaceutical raw material or
registered drug shall apply for a licence in the prescribed
manner.

CHAPTER VII

Quality Assurance

9. A parson who has baen granted the right to manu-
facture, import, export, store, distribute or sell phar-
macautical raw matceriai or registered drug shall abide

10
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strictly by the order, directive and conditions issued by
the Board of Authority in respect of quality assurance.
of the drug.

CuapTER VIII
Labelling and Advertising

10. A perscn who has boen granted registration of
the drug or who hesobtained a licanc: shall abide

strictly by the order, directive and conditions issued
by the Board of Authority in respect of labelling and
adverising.

CHAFTER IX
Temporary Revocation or Cancellation of Licence

[1, If a pars=n who has obtained a licence violates or
is considered to have violated any order, directive or
condition issued under this Law in respect of the manu-
facture, import, expert. starage, distribution and sale of
pharmaceutical raw material or registered drug, the
Board «f Authority or the arganization which has besn
delegrted for such purpose may revoke temporarily or
canczl the licence subject vo a time limit

2. A person whosa licence has been canceiled may
hand over or selt drugs in his possession to another
person who has obiained a licanea, within 30 days with
the approval of the Baard of Autharity or the relevant
organization.

11
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CHAPTER X
Appeal

t3. A person dissatisfied with a decision mzde by the
organization or person delegated by the Board of
Authority, in respect of the refusal to grant a licence,
temporary revocatian or cancellation of the licence may
file an appzal to the Board of Authority within 60 days
from the date of such decision.

I4. The decision made by tha Board of Authority shall
be final and conclusive.

CuapPTER X1

Prohibition

I5. {a) No one shall manufacture, import, export,
store, distribute or sell the following drug;

(i) a drug which has not been registered;

(i) a drug whose registration has been revoked
temporarily or cancelled;

(i) feke drug, drug differing from standards,
deteriorasted drug, adulterated drug;

. (iv) a drug which has been manufactured with

harmful substances;

(v) a dangerous drug which is determined as
not fit for utilization by the Ministry of
Heaith by notification.

12



B €7 =

rzy ﬁalm..
o3
‘B s ..
& 83
(35 & Loy
(7 oo’
&0 8
vl L8] Omt
88y
g 8q)
Yg-“R D
&6
8 0700
&g LD
a0 Do
QJ 32
\@ - “
“ai B
§ eTo3?
3 e
37 w0
M.,w.... ml. m.n
C@C@ C,anwl.—
» 81
Pl
W
A

@5901
'mgwdrﬁ
C
Coogs
000 ¢

=]

200N

30000 SDCS
<
|y

H ('DJU :’J

L

D Gl

<

L

©
C
e

°

e

ot

Iy
QJ('DOU@C}UQU
*1
CC

B30}

o

¢
{c—

I

<

£
Iy

D7 63030 I3

o

3PG0c
o

OFI:

o™
=]

%I ngGGP
+§
°p

i
L

5 G

<

afporigoog—
8

M
gslesiavizriniictosz)

£

OCJ) G0
(:E

SO02C

o¢ ¢
C'CECOC
1
ol

=4
o

9
3

3o

()

3’211



ac

(b) No one shalt import or export a registered drug
without permission under any existing law.

16. No cne shall manufacture, store, distribute or sell
a pharmaceutical raw material or drug without a licence.

I7. A person who has obtained a licence—-

(a) shall not fail to abide by any condition of the
licance;

(b} shall not fail to zbide by tha orders and direc-
tives issued by the Ministry of Health or by
the Board of Authority under this Law,

CHapteEr X1
Offences and Penalties

18. Whoever violates any provisien of section 15 shall,
on conviction be punished with fine which may extend
from a3 minimum of kyats 5000 toa maximum of kyats
50,000 or with imprisonment for a term which may
extend to 7 years or with both. In addition, the exhibits
involved in the offence shall also be liable to be confisca-
ted.

9. Whoever violates any provision of section [6 shall,
on conviction—-

(a) if ir is an offence relating to an unregistered
drug, be punished with fine which may extend

13
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fraom a minimum of kyats 5000 to a maximum of
kyats 50,000 or with imprisonment for a term
wiiich may extend to 7 years or with both;

{b) if it is an offence relating to a registered drug,
bs pun:shed with fine which may extend from
a minimum of kyats 1000 to a maximum of kyats
(0,000 or with imprisonment for a term which
may extend to 2 years or wirh both;

(¢} the exhibits involved in the offence shall also
be liable to be confiscated.

20. A person who has obrainad a licence and who
violates any provision of section {7 shall, on conviction
be punished with fine which may extend from a minimum
of kyats 500 to a maximum of kyats 5000 or with impri-
sonment for a term which may extend to | year or with
borh.

CHarter NIIT
Miscellaneous

|. Notwithstanding anything contained in the Union

of Myanmar Public Healech Law, 1972, the provisions
of this Law shall be complied with in cases relaung to
¢~ wirth the nxception of traditional drugs,

22 The Ministry of Health may exempt any Government
departmant or organization from cempliance with any
provision of this Law.

14
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23. The provisicns of this Law shail net apply to drugs
brought personally from abroad for personal use.

24. The Government dzpartment or organization which
is autherized to grant permission to import or to export
may grant permission for import or ¢xpert only of drugs
registered under this Law.

25. Persons engaged in drug business on the day this
Law is enacted shall carry out registraticn and obtaining
of licence within the period prescribed by the Board of

-Authority.

26, In instituting legal proceedings under this Law,
prior sanction of the Ministry of Heatth or the organization
or person deiegatcd with powers for this purpose shall
be obtained.

27. When a drug which has been imperred or exporied
without any permission under any existing law is scized
by the relcvant Gevernmnnt department or nrganization,
it shali be handed over or disposed of in the manner
prescribed by the Board of Authority.

28. (o) The expenditures of the Board of Authority
shall be borne by the Ministry of Health.
(b) The Ministry of Health skall employ the staff
required for performance ¢f the office work of
the Board of Authority.

29. In order ¢ adminisrer all food and drug matters,
the Ministry of Health shall form rhe Food and Drug
Administration Department and determine the functions
and duties thereof,
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30. The Ministry of Health shall assign respensibility
as Drug haspectons to the staff subordinate to it, in order
to caivy ouw inspeciion of the drugs, In addition, it
may aiso assign responsibility as  Drug Inspectors to
suitable staff, in co-ordination with other Ministries.

31, The orders and direciives issued under the Union
of Myanmar Public Heatch Law, 1972 mav continue to
be applicable in sc far as they are not inconsistent wich
this Law,

32. For the purpasn of carrying out the provisions of
this Law:—

{a) the Ministry of Health may issue rules and
procedures as may be necessary, with the
approval of the Government ;

{b) the Ministry of Health and the Myanmar Food
and Drug Board of Authority may issue orders
and directives as may be necessary,

(Sd.) Than Shwe

Generol
Chairman
The State Law and Order Restoration Council

16
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THE STATE LAW AND ORDER RESTORATION COUNCIL
THE NATIONAL FOOD LAW
(The State Law and Order Restoration Council Law No 5/97)
The 9*" Waning of Tabodwe, 1358 M.E.
(374 March, 1997)

The State Law and Order Restoration Council hereby enacts the
following Law:-

CHAPTER 1
Title and Definition

1. This Law shall be called The National Food Law.
2. The following expressions contained in this Law shall have the
meanings givens hereunder:-

(a) Food means edible thing that human beings can readily eat or
drink, ingredient included therein or food additives except
drug. This expression also includes thing determined as food
by the Ministry of Health by notification from time to time;

(b) Board of Authority means the Myanmar Food and Drug Board of
Authority formed under National Drug Law and supplemented
under section 4 of this Law;

(c) Controlled Food Means food determined as controlled food by
the Board of Authority from time to time;

(d) Food Additive means the ingredient use in the production and
preparation of food, or ingredient for colour and flavour in
the food, determined by the Board of Authority;

(e) Food differing from Standards means the food which is not in
conformity with the specifications in respect of the relevant
food, or food which is lower or higher than the minimum or
maximum standards respectively, prescribed by the Board of
Authority;

() Licence means a permit granted by the relevant Government
department or organization wunder any existing Law for
production of food;

(g) Unhygienic Condition means the condition which may cause
injury or danger to the health of the consumer due to
contamination of food with dirt and filth;

(h) Production means the operations to be carried out in the
manufacture of food for the purpose of sale. This expression
also includes the performance of any stage or all stages in
the operation carried out in the processes.



() Quality Assurance means the warranty that food is of genuine
quality, free from danger and hygienic for the consumer;

() Labelling Means the act of displaying labels on the
container, Dbottle, pack, outer package or any packing
material in which the food is contained;

(k) Advertising means carrying out measures to inform the public
directly or indirectly in order to promote distribution and
sale of the food;

() Primary Laboratory means the laboratory prescribed by the
Board of Authority, by notification to analyse samples of the
food;

(m) Appellate Laboratory means the laboratory specified by the
Board of Authority by notification in order that a final and
conclusive decision may be made in respect of analysis of
samples of food, after reanalysis of samples, when a problem

arises with respect to analysis of food from primary
laboratory or when either party is dissatisfied and files an
appeal;
CHAPTER IT
Aims

3. The aims of this Law are as follows:-—

(@) to enable the public to consume food of genuine quality,
free from danger and hygienic;

(b) to prevent the public from consuming food that may cause
danger or are injurious to health;

(c) to supervise production of controlled food systematically;

(d) to control and regulate the production, import, export,
storage, distribution and sale of food systematically.

CHAPTER III
Formation of the Board of Authority

4. In order to carry out measures relating to food contained in
this Law, the Government shall supplement the following persons
as members in the Myanmar Food and Drug Board of Authority:-

(a) Director-General, Development Affairs Department,



Ministry of Progress of Border Areas and National Races
and Development Affairs;

(b) A representative each from the following organizations:-
(1) Yangon City Development Committee,
(2) Mandalay City Development Committee,

(c) An expert each relating to the following subject:-

) Food Science,

) Food Microbiology,

) Food Industrial Technology,

) Toxicology.

5. The non-governmental member of the Board of Authority is
entitled to such remuneration as may be prescribed by the
Ministry of Health.

CHAPTER IV
Functions and Duties of the Board of Authority

6. The functions and duties of the Board of Authority formed under
section 4 are as follows:-
(a) Laying down the policy relating to the production, storage,
distribution and sale of food.
(b) determining good manufacturing practices with respect to
quality assurance of food;
(c)laying down the policies relating to the inspection, control
and laboratory analysis of food;
(d) laying down the policy relating to labelling and advertising
of food;
(e)determining the kinds of controlled food and food additives;
(f)determining detailed criteria and standards for food,
differing from standards;
(g)coordinating with the relevant Ministries with respect to
import and export of food for the safety of consumers;
(h) determining primary laboratories and appellate laboratories
(i) forming committees in respect of matters relating to
expertise and determining the functions and duties of such
committees;
(j) supplementing functions and duties of the State/Divisional,
District, Township food and Drug Supervisory Committees

formed under section 5 ,sub-section(l) of the National Drugs
Law to enable supervision of matters relating to food.

7. A Government department or organization that produces food
shall coordinate with the Board of Authority prior to the
production.

8. The Board of Authority may delegate any department or
organization to carry out its functions and duties.



CHAPTER V

Application for Licence

9. A person desirous of producing controlled food shall apply for
a licence to the Government department or organization which is
authorized to issue the licence, only after obtaining
recommendation from the Department of Health.

10. The Department of Health may in respect of the producing of
controlled food scrutinze as to whether or not it is in
conformity with the stipulations may issue or refuse to issue
the recommendation.

11. A person desirous of producing food other than controlled food
shall apply for the Licence to the relevant Government
department or organization which is authorized to issue the
same, in accordance with the existing Law.

12. The relevant Government department or organization which is
authorized to issue the licence shall determine the conditions
of the licence, tenure, licence extension fees.

CHAPTER VI

Temporary Revocation subject to a time Limit and Cancellation of
Licence

13. The Township Food and Drug Supervisory Committee may pass a
temporary or permanent prohibitory punishment on the person who
commits any of the following acts:-

(d) production, storage or sale of food wunder unhygienic
conditions;

(b) causing a person who has contracted food-borne infection or
who is a carrier of the germs of the said infection to enter
or work on the premises for production, storage or, sale of
food.

14.1f a person who has obtained a licence violates or 1is
considered or have violated any order, directive, condition or
any condition of the licence issued by the relevant government
department or organisation, the Government department or
organisation which 1is authorised to issue the licence may
revoke the licence temporarily subject to a limit or cancel it.

15. The Board of Authority may direct the relevant State and
Division, District and Township Food and Drugs Supervisory
Committees to seize the food produced and distributed by a
person whose licence has been cancelled due to infringement of
any condition relating to quality assurance.



CHAPTER VII
Appeal

16. A person dissatisfied with a decision made by the authorised
Government department or organisation in respect of the refusal
to grant licence, temporary revocation subject to a time limit
or cancellation of licence, may file an appeal to the relevant
Minister or the Chairman of the Yangon City Development
Committee within 60 days from the date of such decision.

17. The decision of the relevant Minister or Chairman of the
Yangon City Development Committee shall be final and
conclusive.

CHAPTER VIII
Quality Assurance, Labelling and Advertisement

18. A person who produces, imports, exports, stores, distributes
or sells food shall strictly abide by the order, directive and
conditions issued by the relevant Government department or
organisation or Board of Authority 1in respect of qguality
assurance of food, labelling and advertisement.

CHAPTER IX

Assigning of Responsibility as Inspectors

19. The Ministry of Health:-

(@) Shall assign responsibility as food Inspectors to the staff
subordinate to it in order to carry out inspection of food
and inspection as to whether or not there is
observance of good manufacturing practices;

(b) Shall assign responsibility as food Inspectors to suitable
staff in co-ordination with the relevant Development
Committee, 1in Yangon City Development Areas And Mandalay
City Development Areas and 1in co-ordination with the
relevant Ministry in other areas; Shall determine the
duties and powers of the food Inspector.

20. (a) Food Inspector shall submit his findings on inspection to
the relevant Township Food and Drug Supervisory Committee;
(b) The Township Food and Drug Supervisory Committee after
scrutinising the report of the food Inspector,
(1) shall, if infringement of the provision of sub-sections
(a) or (b) of section 13 1is found, pass any relevant
administrative punishment.



(2) shall, if dinfringement of the prohibition contained in
section 22, section 23, section 24 or section 25 is found,
take action under this Law;

(3) shall, it cause to take administrative action, arises
submit to the relevant government department or
organization which is authorised to issue licence.

CHAPTER X

Prohibition

21.No one shall fail to abide by any order passed under section
13.

22.No one shall produce import, export, store, distribute or sell
the following food-

(a) food that may be poisonous , dangerous or injurious to the
health of the consumer;

(b) food wholly or partly substituted or adulterated so as to
affect or endanger the nature substance or quality of the
food;

(c) food in which food additive is used in excess of the
prescribed limit;

(d) food containing agricultural chemicals in excess of the
maximum permissible level determined by the authority
concerned;

(e) food containing substance prohibited or not allowed by the
authority concerned;

(f) food containing putrid, deteriorated substance or

substance unfit for human consumption;

(g) food differing from standards;

(h) food, on the label of which property not included in it is
wrongly stated;

(1) food, which does not include the information to be stated,
as determined by the relevant Government department or
organisation which is authorised to issue the licence.

23. No one shall produce controlled food without a licence.

24. No one shall export, store, distribute or sell controlled

food produced without a licence.

25. No one who produces, imports, exports, stores, distributes
or sells food shall fail to abide by the order, directive and
conditions issued by the relevant Government department or
organisation or the Board of Authority in respect of the
following: -

(&) quality assurance;
(b) labelling;
(c) advertisement.



CHAPTER XI
Offences and Penalties

26 .Whoever violates the provision of section 21 shall on

conviction, be punished with imprisonment for a term which may

extent to one year or fine which may extent to kyats 10000, or
with both.

27. Whoever after conviction for failing to abide by any provision
of section 21, fails continuously to abide by the same, shall
be punished with a further fine of kyats 500 for each day
during which the failure continues.

28. Whoever violates any provision or section 22 shall on
conviction:-

(@ if 1is an offence relating to food contained in sub-
section(a), sub-section(b) , sub-section(c), sub-section(d),
sub-section (e) , or sub-section (f) , be punished with
imprisonment for a term which may extend 3 years, or with
fine which may extend to kyats 30000, or with both;

(b)if it dis an offence relating to food contained in sub-
section(g), sub-section(h) ;, Sub-section (i), be punished
with imprisonment for a term which may extend to 1 year, or
with fine which may extend to kyats 10000, or with both;

(c) the exhibits involved in the offence shall be liable to be

confiscated.
29. Whoever violates the provision of section 23 shall, on
conviction, be punished with imprisonment for a term which

may extend to 5 years, or with fine which may extend from a
minimum of kyats 5000 to a maximum of kyats 50000, or with
both. In addition, the exhibits involved in the offence shall
also be liable to be confiscated.

30. Whoever violates the provision of section 24 shall on
conviction, be punished with imprisonment for a term which may
extend to 3 years, or with fine which may extend from a minimum
of kyats 1000 to a maximum of kyats 30000, or with both. In
addition, the exhibits involved in the offence shall also be
liable to be confiscated.

31l. Any person who produces, imports, exports, stores, distributes
or sells food and who violates the provision of section 25,
shall on conviction, be punished with imprisonment for a term
which may extend to 3 year, or with fine may extend from a
minimum of kyats 1000 to a maximum of kyats 30000 or with both.

CHAPTER XII

Miscellaneous

32. (a) In areas other than the Yangon City Development Area and
Mandalay City Development Area, the Township Food and Drug
Supervisory Committee may carry out inspection of food.



(b)In Yangon City Development Area and Mandalay City
Development Area, the Township Food and Drug Supervisory
Committee shall carry out the inspection of food, in co-
ordination with the relevant Health Department of the Yangon
City Development Committee or the Mandalay City Development
Committee.
33. The provisions of this Law shall not apply to food brought
into or taken out of the country together with a person for
personal consumption.
34.In instituting legal proceedings under this Law, prior
sanction of the Ministry of Health or the Organisation or
person delegated with powers for this purpose shall be
obtained.
35. The Government department or organisation which is authorised
to grant permission to import or export food for commercial
purpose shall only grant permission to the person who can
submit a certificate of recommendation of the Department of
Health.
36. The order, directives and conditions issued by the Government
department or organisation which is authorised to issue licence
shall Dbe deemed to be the orders, directives and conditions
issued under this Law.
37. The order relating to the inspection of food issued under The
National Drug Law and the orders relating to the
standardisation of food issued under any existing law may
continue to be applicable in so far as they are not
inconsistent with this Law.
38. For the purpose of carrying out the provisions of this Law:-
(@) the Ministry of Health may issue such rules and procedures
as may be necessary, with the approval of the Government;

(b) the relevant Government department or organisation or Board
of Authority may issue such order and directive as may be
necessary.

(Sd) Than Shwe
Senior General
Chairman
The State Law and Order Restoration Council



The State Law and Order Restoration Council
The Traditional Drug Law
(The State Law and Order Restoration Council Law No. 7/96)
The 10th Waxing Day of 2nd Waso, 1358 M.E.
(25th July, 1996)

The State Law and Order Restoration Council hereby enacts the following Law:

Chapter |
Title and Definition

1. This Law shall be called the Traditional Drug Law.

2. The following expressions contained in this Law shall have the meanings given
hereunder:-

(a) Traditional Drug means a local concoction for use either directly of indirectly,
whether internally or externally, in the diagnosis, prevention and treatment of diseases,
promotion of health or for any beneficial effect in human beings and animals. This
expression also includes a substance determined as a traditional drug by the Ministry of
Health by notification from time to time;

(b) Traditional Medicine means medicine for the physical well-being and longevity of
people in accordance with anyone of the four nayas of traditional medicine, namely
Desana naya, Bethitsa naya, Netkhata vedanaya and Vissadara naya;

(c) Board of Authority means the Myanmar Food and Drug Board of Authority
constituted under the National Drug Law and incorporated under the provision of section
4 of this Law;

(d) Essential Traditional Drug means a traditional drug which is determined by the Board
of Authority and which is essential for the health care of the majority of the people;

(e) Traditional Drug Differing from Standards means traditional drug which is concocted
not in conformity with the formula mentioned at the time of its registration;

(f) Deteriorated Traditional Drug means a traditional drug, the expiration date of which
has been reached or passed or a traditional drug which has so denatured in any manner
that it has become a traditional drug differing from standards;

(9) Expiration Date means the date mentioned on the label of a traditional drug by the
producer of the traditional drug with the approval of the Board of Authority to indicate
that such a drug no longer possesses the claimed efficacy, potency, safety and quality;



(h) Label means the indication in any manner, displayed on the material in which the
traditional drug is contained or with which the traditional drug is packed,;

(i) Traditional Pharmaceutical Raw Material means the substance to be used mainly in
the manufacture of a traditional drug and which is determined by the Board of Authority;

(j) Traditional Drug Registration means the registration of the traditional drug which is to
be manufactured, with the Board of Authority;

(k) Licence means a permit granted for the manufacture of the traditional drug;

(1) Traditional Drug Manufacture means the operations to be carried out in the
manufacture of a traditional drug. This expression also includes the performance of all or
any one of the operations carried out in processes. It does not, however, include
compounding of drugs according to traditional medical practitioner’s prescription for use
in his treatment of patients at a hospital, dispensary or pharmacy for indigenous
medicinal ingredients or to the prescription of any drug or homely remedy of any person
for his own personal use;

(m) Homely Remedy means a traditional concoction from readily available materials,
ingredients, or folk medicine;

(n) Quality Assurance means the warranty of the manufacturer of the traditional drug that
it is effective, genuine and safe in the treatment of one or more diseases it claims to cure;

(o) Advertising means carrying out measures in any manner to inform the public in order
to promote distribution and sale of the traditional drugs;

(p) Primary Laboratory means a laboratory prescribed by the Board of Authority by
notification to analyse samples of the traditional drug;

(g) Appellate Laboratory means a laboratory specified by the Board of Authority in order
that a final and conclusive decision may be made in respect of analysis of the traditional
drug after re-analysis of samples, when a problem arises in respect of the analysis report
of drugs from primary laboratories or when either party is dissatisfied and files an appeal.

Chapter 11
Aims

3. The aims of this law are as follows:-
(a) to promote and develop traditional medicine and traditional drugs;

(b) to enable the public to consume genuine quality, safe and efficacious traditional
drugs;



(c) to register traditional drugs systematically;

(d) to control and regulate systematically the manufacture of traditional drugs.

Chapter 111
Formation of the Board of Authority and Functions thereof

4. For the purpose of carrying out measures relating to traditional drugs mentioned in this
Law, the Government shall incorporate in the Myanmar Food and Drug Board of
Authority expert pharmacologists and other qualified persons.

5. Non-governmental members of the Board of Authority are entitled to remuneration
prescribed by the Ministry of Health.

6. The functions and duties of the Board of Authority formed under section 4 are as
follows:-
(a) laying down policy relating to registration of traditional drugs;

(b) causing experiments, analyses and tests to be carried out as may be necessary, in
order to determine whether the traditional drugs for which registration is applied for are
in conformity with the traditional medicine treatises used by generations of traditional
medical practitioners, whether they are up to the standard in quality and effectiveness,
whether they are safe for consumption;

(c) determining the qualifications of persons entitled to apply for licence and the terms
and conditions thereof for the manufacture of the registered traditional drug;

(d) stipulation terms and conditions relating to labeling of drugs, altering of labels and
advertising;

(e) stipulating terms and conditions relating to the quality assurance of the registered
traditional drug;

(F) selecting and determining essential traditional drugs;
(9) declaring substances determined as traditional pharmaceutical raw materials;

(h) determining traditional drugs and raw materials which are unfit for use by the public
and submitting them to the Ministry of Health;

(i) co-coordinating with the Ministries concerned to conserve and prevent the traditional
pharmaceutical raw materials from the danger of extinction;



(j) disseminating of techniques and methods relating to collection, production, storage
and preservation of traditional pharmaceutical raw materials;

(k) giving guidance to conduct research work for raising the standard and modernization
of traditional drugs;

(I) giving advice to Government departments and organizations which produce or import
traditional pharmaceutical raw materials;

(m) carrying out educative activities for extensive use of traditional drugs by the public;

(n) forming of committees as may be necessary to deal with technical matters and
determining the functions and duties thereof;

(o) forming of Traditional Drug Supervisory Committees in States and Divisions,
Districts and Townships and determining the functions and duties thereof;

(p) determining Primary and Appellate Laboratories.

7. If there arises a controversy or dispute with respect to a substance, the Board of
Authority shall determine whether it is a traditional drug or a traditional pharmaceutical
raw material.

8. The Board of Authority may co-ordinate with the Ministry concerned in order to
supervise the collection, production, storage, marketing, export and import of traditional
pharmaceutical raw materials.

9. The Board of Authority may delegate any organization or any person to carry out its
functions and duties.

Chapter 1V
Registration of Traditional Drugs

10. A person desirous of registering a traditional drug with the Board of Authority may
do so in accordance with the stipulations.

11. The Board of Authority may, after carrying out analyses, experiments and tests, as
may be necessary, permit or refuse the registration.

12. The tenure of registration, registration fees and the fees for extension of the tenure of
registration are as prescribed by die Bi~m’t1 of Authority.

13. A person who is permitted to register the traditional drug:-
(a) shall pay the prescribed registration fees;



(b) shall abide by the conditions relating to registration and shall also abide by the orders
and directives issued by the Board of Authority;

(c) on the expiry of die tenure of registration, may extend it by paying the prescribed fees
for extension of the term of registration.

14. If a person who has been permitted to register the traditional drug is found on
investigation to have violated any condition relating to permission for registration or any
order or directive issued by the Board of Authority the organization or person to whom
the Board of Authority has assigned responsibility may revoke the registration subject to
a time Limit or cancel it.

15. A person whose registration has been revoked subject to a time limit may apply for
renewal of the registration to the Board of Authority on the expiry of the time limit.

16. A person whose registration of the traditional drug has been cancelled shall, with
respect to the traditional drugs in his possession comply with the direction of the Board
of Authority.

Chapter V
Application for Licence

17. A person desirous of manufacturing a registered traditional drug shall apply for a
licence to the Board of Authority in accordance with the stipulations.

18. The Board of Authority may cause scrutiny to be made as to whether or not the
application is in conformity with the stipulations and may if necessary issue the licence or
refuse to issue the licence.

19. The tenure of the licence, the licence fees and the fees for extension of the tenure of
the licence shall be as prescribed by the Board of Authority.

20. A person who has obtained a licence shall:-
(a) pay the prescribed licence fees;

(b) abide by the conditions contained in the licence as well as the orders and directives
issued by the Board of Authority;

(c) on expiry of the tenure of the licence pay the fees for extension of the tenure of the
licence and extend the tenure of the same.

21. If a person who has obtained a licence is found on investigation to have violated any
condition of the licence or any order or directive issued by the Board of Authority, the



organization to which or the person to whom the Board of Authority has assigned
responsibility may revoke the licence subject to a time limit or cancel it.

22. A person whose licence has been revoked subject to a time limit may apply for
renewal of the licence to the Board of Authority on expiry of the time limit.

23. A person whose licence has been cancelled:-
(@) shall not apply for a new licence;

(b) may hand over or sell the traditional drugs in his possession which are determined by
the Board of Authority as of standard quality to another person who has obtained a
licence, within 60 days;

(c) with respect to traditional drugs in his possession, which are below standard quality
shall dispose them of as directed by the Board of Authority.

24. The Department of Traditional Medicine may direct the State and Divisional, District
and Township Traditional Drugs Supervisory Committees to seize the traditional drugs
which are below standard quality and which have been manufactured and distributed by a
person whose licence has been cancelled.

Chapter VI
Appeals

25. A person dissatisfied with any of the following decisions made by the organization or
person assigned responsibility by the Board of Authority in respect of a traditional drug
may file an appeal to the Board of Authority within 60 days from the date of such
decision:-

(a) Refusal to permit registration, revocation subject to a time limit or cancellation of
registration;

(b) Refusal to grant licence, revocation subject to a time limit or cancellation of licence.

26. The decision of the Board of Authority shall be final and conclusive.

Chapter VII
Prohibition

27. No one shall manufacture the following traditional drug:-
(a) a traditional drug which has not been registered,;



(b) a drug for which registration has been revoked subject to a time limit or cancelled,
(c) a traditional drug differing from standards;

(d) a traditional drug which is determined as unfit for use by the Ministry of Health by
notification.

28. No one shall sell the following traditional drug:-
(a) a traditional drug which has not been registered;

(b) a traditional drug for which registration has been revoked subject to a time limit or
cancelled,;

(c) a deteriorated traditional drug;

(d) a traditional drug which is determined as unfit for use by the Ministry of Health by
notification.

29. No one shall manufacture a traditional drug without a licence.

30. A person who has obtained a licence:-
(@) shall not fail to abide by any condition of the licence;

(b) shall not fail to abide by the orders and directives issued by the Ministry of Health,
the Board of Authority, or the Department of Traditional Medici~

Chapter VIlI
Offences and Penalties

31. Whoever violates any provision of section 27 or section 28 of this Law shall, on
conviction, be punished with fine which may extend to kyats 30,000 or with
imprisonment for a term which may extend to 3 years, or with both. In addition, the
exhibits involved in the offence shall also be liable to be confiscated.

32. Whoever violates any provision of section 29 shall, on conviction:-

(a) if it is an offence relating to an unregistered traditional drug, be punished with fine
which may extend to Kyats 30, 000, or with imprisonment for a term which may extend
to 3 years, or with both;

(b) if it is an offence relating to a registered traditional drug, be punished with fine which
may extend to Kyats 10,000, or with imprisonment for a term which may extend to two
years, or with both;

(c) the exhibits involved in the offence shall also be liable to be confiscated.



33. A person who, has obtained a licence and who violates any provision of section 30
shall, on conviction, be punished with fine which may extend to Kyats 5,000, or with
imprisonment which may extend to one year, or with both.

Chapter IX
Miscellaneous

34. Notwithstanding anything contained in the Union of Myanmar Public Health Law,
1972, the provisions of this Law shall be complied with in cases relating to traditional
drugs.

35. The Ministry of Health may exempt any Government department or organization
from compliance with any provision of this Law.

36. The Government department or organization which is authorized to issue export
permits may issue export permits only for traditional drugs registered under this Law.

37. A person engaged in manufacturing of traditional drugs shall, on the day this Law is
enacted, take steps to register and obtain the required licence within the period prescribed
by the Board of Authority.

38. In instituting legal proceedings under this Law, prior sanction of the Ministry of
Health or the organization or person delegated with powers for this purpose shall be
obtained.

39. When a traditional drug which is exported without any permission under any existing
law is seized by the relevant Government department or organization, it shall be handed
over or disposed of in the manner prescribed by the Board of Authority.

40. The office work of the Board of Authority shall be carried out by the Department of
Traditional Medicine.

41. The Ministry of Health shall assign responsibility as Traditional Drug Inspectors to
the staff subordinate to it for inspection of traditional drugs. In addition, it may also
assign responsibility as Traditional Drug Inspectors to suitable staff in co-ordination with
other Ministries.

42. The orders and directives issued under the Union of Myanmar Public Health Law,
1972,may continue to be applicable in so far as they are not inconsistent with this Law.

43. For the purpose of carrying out the provisions of this Law:-
(a) the Ministry of Health may issue rules and procedures as may be necessary, with the
approval of the Government;



(b) the Ministry of Health, the Board of Authority and the Department of Traditional
Medicine may issue orders and directives as may be necessary.

Sd./ Than Shwe

Senior General

Chairman

The State Law and Order Restoration Council



GOVERNMENT OF THE REPUBLIC OF THE UNION OF MYANMAR
Ministry of Health and Sports

Department of Food and Drug Administration

A Guideline
on Drug Registration Application

(February, 2018)

Ref: FDA/ (D)2018/149.
Date :15-2-2018

Initial application for Registration

1. An application for registration of drug must be submitted to the Department of Food and
Drug Administration in the original prescribed form (Form | Registration). As of 26 February
2018 applications for new drug products and for renewals will have to be submitted using the
online facility at https://user.dcdfdamm.online. Applications that have not been submitted
through the online facility will no longer be accepted. In case of online applications,
Form | will have to be printed by applicants using the appropriate system facility. Guidance to
the use of the online application facility is provided in annex VIII.

2. A separate registration application has to be submitted for pharmaceutical preparations of
different strength, different dosage form or different pack size. Provisions have been made to
avoid duplications in printing physical dossiers (see annex X).

3. Steps to be followed in submitting an application are outlined in Annex IX.

4. Online submissions are first screened by FDA and, if found to be receivable, applicants
will be requested to submit a physical dossier consisting of Form (I) accompanied by one set
of documentation. See Annex | for type of documentation required. One additional copy of
the dossier must be kept at company premises. Documents have to be submitted in file in an
order as listed in "Documents Required for Registration of Drugs". A list of documents
submitted should be shown on the first sheet of the file. Physical dossiers must be submitted
within 60 days of being notified by FDA that application is receivable. Failure to meet the 60-
day deadline will constitute forgoing of an application by an applicant. If so happens, neither
the Registration Assessment Fees remitted nor any documents and drug samples will be
returned.

5. A dossier with incomplete documentation or documentation that does not bear the printed
security makings cannot be received. Submission of non-receivable dossiers does not affect
the 60-day deadline. As a result, an application will be assumed to be forgone by the
applicant if no receivable dossier is submitted within the 60-day deadline.


https://user.dcdfdamm.online/

6. (a) An application must be submitted in person by an authorised representative of
product owner!. Any application made by mail or any means other than in person, will not be
accepted. An authorised representative has to be a resident of Myanmar.

(b) Should an authorisation for representation be granted to a local company, the
representative shall be a company employee technical competent person authorised to act
as a contact person.

7. Registration assessment fees; 300000 Kyats must have been remitted to Department
of Food & Drug Administration’s bank account MD-012456 at MEB before submission of the
application form. The submission must be made within 183 days from the date of payment. A
new payment will have to be made in order to submit an application after the payment
validity deadline is passed.

8. Applications containing active substances or fixed-dose combinations never
marketed in Myanmar can be received only if they have been already authorized for
marketing in at least two the following regulatory authorities: TGA, Australia: Health Canada;
European Medicines Agency; MHRA, United Kingdom; FDA, United States. Alternatively,
they should have been prequalified by WHO or concern indications that are of specific
relevance to Myanmar.

9. (a) If it is an application for registration of drugs manufactured outside Myanmar, the
Food and Drug Administration will issue "Approval for importation of Drug Samples" (Annex
I) after receiving an application for it. The drug samples as specified in the approval letter
shall then be imported into the country. The holder of the approval letter shall comply not
only with the conditions stipulated in the letter but also with the regulations of Trade and
Customs Department.

(b) As per Ministry of Health Notification 3/93 dated 5-8-93 paragraph 5, prior
approval shall be obtained from Food and Drug Administration for the importation of drug
registration samples. The FDA will not issue approval letters for samples imported without
prior approval of the FDA.

10. (a) The following kinds of drug samples are normally required:
- Samples for laboratory analysis
- Samples for retention
- Samples for clinical trials, only for new products of Myanmar that need to
undergo clinical trial.

(b) For the total numbers of sample drugs to be submitted, please refer to “Required
quantities of samples for registration" (Annex IlI).

(c) All drug samples must be accompanied by the information described in annex VII
as well as their respective analytical report (certificate of analysis). The name and
designation of an official who signs the report must be stated. A photocopy of the analytical
report is not acceptable.

11. The evaluation process for registration will be started only when all the requirements for
registration application have been met; viz.:

(a) remittance of Registration Assessment Fees,

(b) complete set of documents,

(c) sufficient quantity of good shelf-life (at least two thirds of shelf-life at lot release)
drug samples.

12. (a) When the drug is approved for registration, the applicant will be notified to remit
500,000 Kyats as Registration Fee. The notification will be made only on the notice board of
FDA or through the online system, where applicable.

! Product marketing authorisation holder at country of origin



(b) Failure to remit Registration Fees within 90 days from the date of intimation will
constitute forgoing of an application by an applicant. If so happens, neither the Registration
Assessment Fees remitted nor registration documents and drug samples will be returned.

13. Failure to make a follow-up of an application by an applicant for more than six months
from the date of remittance of assessment fees, will be taken as forgoing of an application.
See also point 7 above.

14. The Drug Registration Certificate will be issued only after the acknowledgement of
receipt of payments issued to FDA is submitted.

15. The submitted dossiers and fees are not reclaimable in case of rejection or forgoing of
application.

Updating Changes to Registered Drugs (Variations)

1. Updating changes to registered drugs shall be made only with the approval of Department
of Food and Drug Administration.

2. For this purpose, the holder of Registration Certificate shall apply for variation of
Registration to FDA, stating
(a) reason for change.
(b) relevant data or findings from studies on which is based the justification of
change.
(c) significant effect of changes to the specifications of the drug product.

3. The following shall be submitted together with the application:
(a) An attestation by the country's drug regulatory authority approving such changes.
If the regulatory authority's attestation cannot be provided, explain the reason for it.
(b) A photocopy of the Drug Registration Certificate.

4. (a) When it is decided to approve the variation, 100,000 Kyats (per each variation)
fee will be levied on an applicant. The Drug Advisory Committee may waive the fee
requirement if it believes that the variation is of benefit to public as regards quality, safety
and efficacy of drugs.

(b) An original Registration Certificate must then be submitted to make approved
amendments on the certificate or print a new one.

Renewal of Registration

1. Application for renewal of registration shall be submitted 90days before the validity of the
registration terminates. Failure to adhere to the 90 days requirement may result in disruption
of continued validity of registration.

2. Application shall be submitted in the same manner as prescribed for application for new
registration of a drug product.

3. The drug samples for clinical trial are normally not required. The samples for laboratory
analysis and for retention are still required. Please refer to "Required quantities of sample
drug for analysis and retention”. (Annex Ill)

4. For renewal of validity of marketing authorisations issued after 31 December 2014, the
documentary requirement is the same as that of an initial application (See Type of
documents required for registration Annex I). Information provided, however, has to be



updated. For renewal of validity of marketing authorisations issued before 1 January 2015
the documentary requirement is provided in Annex V. New findings which had not been
submitted in an initial application have to be submitted too, especially concerning drug safety
profile.

5. Registration Assessment fees must have been remitted to FDA at the time of application
of renewal of registration. When the renewal of registration is approved of, 500,000 Kyats
must be remitted as Registration Fees.

6. Upon approval of renewal, a new Registration Number will be designated, which shall
make the Old Registration Number null and void.

7. Failure to apply for renewal of registration shall result in invalidation of registration
with effect from the date of expiry of the certificate.

Fees Levied

1. Registration Assessment Fees 300,000Kyats + Fees for Laboratory analysis
2. Registration Fees 500,000 Kyats

3. Variation of Registration 100,000 Kyats for each variation

Note: (1) & (2) are levied either for new registration or renewal of registration.



Annex |

THE ASEAN COMMON TECHNICAL DOSSIER (ACTD) FOR THE
REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE

PART I: ADMINISTRATIVE DATA AND PRODUCT INFORMATION
1. Application Form
2. Letter of Authorisation
3. Certification
3.1 For contract manufacturing
(a) License of pharmaceutical industries and contract manufacturer
(b) Contract manufacturing agreement
(c) GMP certificate of contract manufacturer
3.2 For manufacturing "under- licence™ (country specific)
(a) License of pharmaceutical industries
(b) GMP certificate of manufacturer
(c) Copy of" under-license™ agreement
3.3 For imported products
(a) Licence of pharmaceutical industries/importer/wholesaler (country specific)
(b) Certificate of Pharmaceutical Product issued by the competent authority in the country
of origin according to the current WHO format.
(c) Site master file of manufacturer (unless previously submitted within the last 2years)
(country specific)
4. Labelling
4.1 Unit Carton
4.2 Inner Label
4.3 Blister/Strips
5. Product Information
5.1 Package insert (package insert is required for generic products)
5.2 Summary of Product Characteristic (Product Data Sheet) (required for NCE & Biotechnology
products)
5.2. I Name of the Medicinal Product
(a) Product Name
(b), Strength
(c) Pharmaceutical Dosage Form
5.2.2 Quality and Quantitative Composition
(a) Qualitative Declaration, the active substance should be declared by its
recommended INN. Accompanied by its salt or hydrate form if relevant.
(b) Quantitative Declaration The quantity of the active substance must be expressed per
dosage unit
5.2.3 Pharmaceutical Form Image clearly showing colour, markings, etc.
5.2.4 Clinical Particulars
(a) Therapeutic indications
(b) Posology and method of administration
(c) Contraindications
(d) Special warning and precautions for use
(e) Interaction with other medicinal products and other forms of interactions
(f) Pregnancy and lactation
(g) Effects on ability to drive and use machine
(h) Undesirable effects
(i) Management of overdose



5.2.5 Pharmacological Properties.
(a) Pharmacodynamic Properties
(b) Pharmacokinetic Properties
(c) Preclinical safety Data
5.2.6 Phannaceutical Particulars
(a) List of excipients
(b) Incompatibilities
(c) Shelf-life. Shelf-life of the medicinal product as packaged for sale. Shelf-life after
dilution or reconstitution according to directions. Shelf-life after first opening of the
container
(d) Special precautions for storage
(e) Nature and contents of container
5.2.7 Marketing Authorization Holder
5.2.8 Marketing Authorization Numbers
5.2.9 Date of first authorization/ renewal of the authorization
5.2.10 Date of revision of the text
5.3 Patient Information Leaflet (PIL)

Part 1l: QUALITY

S Drug Substance

S1 General Information

S1.1 Nomenclature
- Information from the Sl

S1.2 Structure
- Structural formula, including relative and absolute stereochemistry, the molecular
formula, and the relative molecular mass.

S1.3 General Properties
- Physico-chemical characteristics and other relevant properties including biological
activity for biotech.
- Schematic amino acid sequence indicating glycosylation sites or the post-translational
modifications and relative molecular mass, as appropriate.

S2 Manufacture

S2.1 Manufacturer (s)

- Name and address of the manufacturer (s).

S2.2 Description of Manufacturing Process and Process Controls.”

S2.3 Control of Materials. *
- Starting materials, solvents, reagents, catalysts and any other materials used in the
manufacture of the drugs substance indicating where each material is used in the
process, Tests and acceptance criteria of these materials.
- Control of source and starting materials of biological origin.
- Source, history and generation of the cell substrate
- Cell banking system, characterization and testing.
- Viral safety evaluation.

S2.4 Controls of Critical Steps and Intermediates
- Critical steps: Test and acceptance criteria, with justification including experimental
data, performed at critical steps of the manufacturing process to ensure that the process is

controlled. ”
- Intermediates: Specifications and analytical procedure, if any, for intermediates isolated

during the process. :
- Stability data supporting storage conditions.

* required for NCE (New Chemical Entity)/New product for Myanmar.



$2.5 Process Validation and/or Evaluation.
- process validation and/or evaluation studies for aseptic processing and sterilization.

S2.6 Manufacturing Process Development. ’
- Description and discussion of significant changes made to the manufacturing process
and/or manufacturing site of the drug substance used in producing non-clinical, clinical,
scale-up pilot and if available, production scale batches.
- The development history of the manufacturing process as described in S2.2

S3 Characterisation. "
S3.1 Elucidation of Structure and other characteristics
- Confirmation of structure based on e.g. synthetic route and spectral analyses.
- Compendial requirement or appropriate information from the manufacturer.
- Details on primary, secondary and higher-order structure and information on biological
activity, purity and immunochemical properties (when relevant).
S3.2 Impurities
- Summary of impurities monitored or tested for during and after manufacture of drug
substance.
- Compendial requirements or appropriate information from the manufacturer.
S4. Control of Drug Substance
S4. | Specification
- Detailed specification, test and acceptance criteria.
- Compendial specification or appropriate information from the manufacturer
- Specify source, including as appropriate species of animal, type of microorganism etc.
S4.2 Analytical Procedures”
- The analytical procedures used for testing of drug substance.
- Compendial methods or appropriate information from the manufacturer.
S4.3 Validation of Analytical Procedures *
- The analytical information, including experimental data for the analytical procedures
used for testing the drug substance.
- Non-compendial methods.
S4.4 Batch Analyses *
- Description of batches and results of the analysis to establish the specification.
S4.5 Justification of Specification
- Justification for drug substance specification. *
S5 Reference Standard or Materials. *
- Information on the reference standards of reference materials used for testing the drug
substance.
- Compendial reference standards.
S6 Container Closure System
- Descriptions of the container closure systems.
S7 Stability
- Stability report. *
- Literature data

P - DRUG PRODUCT
P1 - Description and Composition
Description
- Dosage form and characteristics
- Accompanying reconstitution diluent (s) if any.
- Type of container and closure used for the dosage form and reconstitution diluent, if
applicable.
Composition

* required for NCE (New Chemical Entity)/New product for Myanmar.



- Name quantity stated in metric weight or measures, function and quality
P2.1 Information on Development Studies. *
- Data on the development studies conducted to establish dosage form, formulation,
manufacturing process, container closure system.
P2.2 Components of the Drug Product
P2.2.1 Active ingredient
- Justification of the compatibility of the active ingredient with excipients listed in PI.
In case of combination products, justification of the compatibility of active ingredients
with each other. *
- Literature data.
P2.2.2 Excipients *
Justification of the choice of excipients mentioned in PI. which may influence the drug
product performance.
P2.3 Finished Product
P2.3.1 Formulation Development
- A brief summary describing the development of the finished product (taking into
consideration the proposed route of administration and usage for NCE and Biotech)
P2.3.2 Overages
- Justification of any overage in the formulation(s) described in PlI.
- Physicochemical and Biological Properties.
Parameters relevant to the performance of the finished product e.g. pH, dissolution.
P2.4 Manufacturing Process Development
- Selection and optimisation of the manufacturing process.
- Differences between the manufacturing process(es) used to produce pivotal clinical
batches and the process described in P.3.2, if applicable.
P2.5 - Container Closure System
- Suitability of the container closure system used for the storage, transportation
(shipping) and use of the finished product.
P2.6 - Microbiological Attributes
- Microbiological attributes of the dosage form, where appropriate.
P2.7 - Compatibility
- Compatibility of the finished product with reconstitution diluent(s) or dosage
devices.
Literature data.
P3 Manufacture
P3.1 Batch Formula
- Name and quantities of all ingredients.
P3.2 Manufacturing Process and Process Control.
- Description of manufacturing process and process control.
P3.3 Control of Critical Steps and Intermediates
- Tests and acceptance criteria
P3.4 Process Validation and/or Evaluation
- Description documentation and results of the validation and evaluation studies for
critical steps or critical assays used in the manufacturing process.
P4 Control of excipients
P4.1- Specifications for excipients *
- Compendial requirement or appropriate information from the manufacturer.

P4.2 Analytical Procedures used for testing excipients where appropriate.

* required for NCE (New Chemical Entity)/New product for Myanmar.



- Compendial requirements or appropriate information from the manufacturer
P4.3 Excipient of Human or Animal Origin: information regarding sources and or
adventitious agents”.
- Compendial requirements or appropriate information from the manufacturer.
P4.4 Novel Excipients *
- For excipient(s) used for the first time in a finished product or by a new route of
administration, full details of manufacture, characterization.
P5 Control of Finished Product
P5. I. Specification
- The specification(s) for the finished product.
P5.2. Analytical Procedures
- Analytical procedures used for testing the finished product.
P5.3. Validation of Analytical Procedures
- Information including experimental data for the analytical procedure used for testing
the finished product. *
- Non compendial method(s).
- Verification of compendial method applicability - precision & accuracy.
P5.4 Batch Analyses
- Description and test results of all relevant batches.
P5.5 Characterisation of Impurities
- Information on the characterisation of impurities.
- Compendial requirements or appropriate information from the manufacturer
P5.6 Justification of Specification(s)
- Justification of the Proposed finished product specification.
P6. Container Closure System
- Specification and control of primary and secondary packaging material, type of
packaging & the package size, details of packaging inclusion (e. g. desiccant, etc.)
P8. Stability
- Stability report: data demonstrating that product is stable through its proposed shelf life.
- Commitment on post approval stability monitoring.
P9 Product Interchangeability (Generic only)
Equivalence evidence
- In Vitro
Comparative dissolution study as required.
- In Vivo
Bioequivalence study as required.

Part 111: NON CLINICAL (for NCE/ New products for Myanmar).
I. General Aspect

2. Content and structural format

1. Nonclinical Written Summaries

1.1 Pharmacology

1.1. I Primary Pharmacodynamics

1.1.2 Secondary Pharmacodynamics

1.1.3 Safety Pharmacology

1.1.4 Pharmacodynamics Drug Interactions.
1.2 Pharmacokinetics

1.2.1 Absorption

1.2.2 Distribution

* required for NCE (New Chemical Entity)/New product for Myanmar.



1.2.3 Metabolism
1.2.4 Excretion
1.2.5 Pharmacokinetics Drug Interaction (non-clinical)
1.2.6 Other Pharmacokinetics Studies
1.3 Toxicology
1.3. 1 Single dose toxicity
1.3.2 Repeat dose toxicity
1.3 .3 Genotoxicity
1.3.4 Carcinogenicity
1.3.5 Reproductive and developmental toxicity
1.3.5. | Fertility & early embryonic development
1.3.5.2 Embryo- foetal development
1.3.5.3 Prenatal and postnatal development
1.3.6 Local tolerance
1.3.7 Other toxicity studies, if available
- Antigenicity
- Immunotoxicity
- Dependence
- Metabolites
- Impurities

Part I\VV: CLINICAL (for NCEI New Product for Myanmar)
" Clinical Overview "

1. Product Development Rationale

2. Overview of Biopharmaceutics

3. Overview of Clinical Pharmacology

4. Overview of Efficacy

5. Overview of Safety

6. Benefits and Risk Conclusions

" Clinical Summary "

1. Summary of Biopharmaceutic Studies and Associated Analytical Method
1.1 Background and Overview

1.2 Summary of Results of Individual Studies

1.3 Comparison and Analyses of Result Across Studies

2. Summary of Clinical Pharmacology Studies

2. 1 Background and Overview

2.2 Summary of Results of Individual Studies

2.3 Comparison and Analyses of Results Across Studies

2.4 Special Studies

3. Summary of Clinical Efficacy

3.1 Background and Overview of Clinical Efficacy

3.2 Summary of Results of Individual Studies

3.3 Comparison and Analyses of Results Across Studies

3.4 Analysis of Clinical Information Relevant to Dosing Recommendations
3 .5 Persistence of Efficacy and/or Tolerance Effects.

4. Summary of Clinical Safety

4. 1 Exposure to the Drug

4.2 Adverse Events

4.3 Clinical Laboratory Evaluations

4.4 Vital Sign, Physical Findings, and Other Observations Related to Safety
4.5 Safety in Special Groups and Situations

4.6 Post- marketing Data

10



5. Synopses of Individual Studies

"Clinical Study Reports " (if applicable)

1. Reports of Biopharmaceutic Studies

1.1 BA study Reports

1.2 Comparative BA or BE Study Reports

1.3 In vitro - In vivo Correlation Study Reports

1.4 Reports of Bioanalytical and Analytical Methods for Human Studies

2. Reports of Studies Pertinent to Pharmacokinetics using Human Biomaterials
2.1 Plasma Protein Binding Study Reports

2.2 Reports of Hepatic Metabolism and Drug Interaction Study

2.3 Reports of Studies Using Other Human Biomaterials

3. Report of Human Pharmacokinetic (PK) Studies

3.1 Healthy Subject PK and Initial Tolerability Study Reports

3.2 Patient PK and Initial Tolerability Study Reports

3.3 Population PK Study Reports

4. Reports of Human Pharmacodynamic (PD) Studies

4.1 Healthy Subject & PD and PK/PD Study Reports.

4.2 Patient PD and PK/PD Study Reports.

5. Reports of Efficacy and Safety studies

5.1 Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication
5.2 Study Reports of Uncontrolled Clinical Studies

5.3 Reports of Analyses of Data from More Than One Study, Including Any Formal integrated
Analyses, Meta- analyses & Bridging Analyses

5.4 Other Clinical Study Reports

6. Reports of Post- Marketing Experience

7. Case Report Forms and Individual Patient Listing

8. List of Key Literature References

Well - established Drug Products. (WHO and ASEAN CTD Glossary)
Pharmaceutical Products that contain well established drugs & which:
e have been marketed for at least five years that undertake active post marketing
monitoring;
e have been widely used in sufficiently large number of patients to permit the assumption
that safety & efficacy are well known, have the same route of administration & strength
& the same or similar indication as in those countries.

11



Department of Food & Drug Administration
Registration of Food Supplement/ Over The Counter Medicine

Definition: Whether a product should be regulated as a drug or a food
supplement depends on the claims the manufacturer makes for the product on
the product labels, leaflet or promotion materials. Claims that relate to the

mitigation or treatment of disease entail that the product be regulated as a drug.

1. The Procedure of registration for Food Supplement is the same as Pharmaceuticals
2. The documents required for Food Supplement are the following:

Administrative data

(a) Letter of Authorisation

(b) Free Sale Certificate (original) issued by the competent authority in country of origin
(c) Properly endorsed/Legalization of Manufacturing Licence copy

(d) ISO Certificate (Standard)

Quality

(a) Raw Material Specification, Source of raw material
(b) Raw Material quality control

(c) Master Formula

(d) Manufacturing process

(e) Finished product specification

(f) Reference Text

(g) Certificate of Analysis (Finished product)

(i) Stability test of finished product

Safety & efficacy data

(a) Action of Active Ingredient, if any; (Reference Text) -

(b) Safety data of finish Product

(c) Research PaperiLiterature of Food Supplement (endorsed by a DFDA-Recognized
Research Institute)

12



Documents required for Registration of Vaccines
In addition to all requirements as indicated for Pharmaceuticals:

I. Administrative data and product information
- Batch release certificate of regulatory authority
- WHO prequialification certificate
- Summary of product characteristic

II. Manufacturing and Quality

- Detailed composition of the product (Description, Characterization, Biological

activity test)

- Description of manufacturing facility (Identification, Manufacture of other products,

Layout, Precaution against contamination)

- Method of Manufacture (Description of the seed lot and cell substrate systems

used, synthesis pathway and flow chart of manufacturing process)

- Detailed description of source of raw materials (e.g. virus sources, animal sources,

DNA recombinant products, host cell, gene construct, vector etc., cell bank system,

cell growth and harvesting, purification and inactivation processing)

- Process Controls (In process controls, Process validation)

- Manufacturing consistency (minimum of 3 consecutive batches)

- Immunogenic substance specifications

- Reprocessing (In event of rejection of the lot or batch by the Manufacturer's QA/
QC)

- Stability of the active ingredient and finished product (Real time and accelerated)

- Microbiological attributes

- Containers and closure system

- Documentation used in the manufacturing and control procedures including SOPs
and protocols containing details of production and Quality Control testing carried out
in all stages and production.

- Composition and characterization of final product including recipients, adjuvant and
preservatives.

Ill. Report on pre-clinical studies
IV. Report on Clinical Trials

* For Established Biological Product only

- Phase IV clinical trial
* For Live vaccine

- Transmission to contact studies

- Vaccine induced disease studies

- Effect on large scale vaccination on the natural history of the disease
*For Combination of Biological Product

- Clinical data on Efficacy

- Clinical data on Safety

13
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DEPARTMENT OF FOOD & DRUG ADMINISTRATION
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Approval No.
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To whom it may concern
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In order to carry out necessary tests on drugs which have been applied for registration in
Myanmar, approval is hereby granted to under mentioned person to import one consignment of drug
samples as specified in the attached schedule overleaf.
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Name of Consignor
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Address
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See conditions attached
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Conditions
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This approval shall official only with use of original Approval Certificate. Copy in any from shall be
vioid.
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This approval shall be applicable for only consignment and shall be invalidated from the date stated on
it
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The approval is granted to a person as stated in the permit. This permit is not transferable to another

person.
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The unused approval must be returned to the Department of Food & Drug Administration within two
days from date of expiry of the approval.
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MNo Change or deletion shall be made to any expression of the approval and of the attached
schedule.
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The imported drug samples and the approval must be submitted to the Department to Food & Drug
Administration within one week from the date of clearance from port of entry.

o1 s:d0nd emichagsnanpd méopbiéieanidensé giojewndlnddeddspiemmddéifyéco
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Submitted drug samples must be totally in compliance with specifications stated in the schedule.

The holder of the approval shall bear the responsibilities of any diserepancies.
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Failure to comply with above mentioned conditions, is liable to actions in accordance with existing
rules and regulation laws,
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In importing sample drugs, holder of the approval shall comply with existing rules and regulations of

Commerce and Customs departments.
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Annex Il
DEPARTMENT OF FOOD & DRUG ADMINISTRATION

Required guantities of sample drugs for initial registration

No Drug Category Required Quantities
Tablets/ Syrup/ Injection Topical
Capsules/ Suspension/  (Ampoules/ (Tubes/Bot.)
United Dose  Elixir (Up to Vials) (Bot.)
120ml)
1 Anti-bacterial 500 50 50 50 50
2 Anti-fungal 500 50 50
3 Anti-viral 500 50 50
4  Anti-malarial 500 50
5 Anti-tuberculous 500 50
6 Anti-amoebic 500 50 50 50
7  Anthelmintic
(a) Single dose 150 doses 50
(b) Multiple doses 500 doses 50
8 Anti-inflammatory 500 50 50 50
Drugs(Non-steroidal)
9 Anti-depressant 500 50
10 Anti-psychotic 500 50
11 Anti-convulsant 500 50 50
12 Anti-parkinsonism 500
13 Anxiolytic 500 50
14 Anti-diabetic 500 50
15 Anti-thyroid 500
16 Anti-emetic 500 50 50
17 Anti-diarrhoeal 500
18 Antispasmodic 500 50
19 Antacid 500 50
20 Anti-ulcer 500 50 50
21 Anti-asthmatic 500 50 50
22 Antitussive 500 50
23 Antihistamine 500 50 50
24 Mucolytic 500 50 50 50
25 Anti-anginal 500 50
26 Anti-hypertensive 500 50
27 Anti-arrhythmic 500 50
28 Beta adrenergic 500 50
blockers
29 Calcium Antagonnist 500 50
30 Diuretic 500 50

31 Anti-hyperlipidaemic 500
32 Anti-heamorrhoidal 500

*33 Ant-neoplastic 200 30 30
34 Anti-migraine 500 50 50
35 Anaesthetics* 50 50 50

* Antineoplastic from India must be submitted with own COA and Lab analysis Report from
Accredited Laboratories.

*Antineoplastic from other Countries must be submitted with own COA and Test result from
accredited Analytical Laboratory.
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No Drug Category

Tablets/
Capsules/
United Dose
36 Amino Acids 500
37 Antianaemic 500
38 Contraceptive 150 cycles
39 Corticosteroids 500
40 Intravenous
Replacement
Fluids
41 Plasma Expander
42 I/V Glucose (10%
25% 50%)
43 Multivitamin 500
44 Nootropic 500
45 (a)Oral Rehydration 500
Salt tablets
(b)Oral Rahydration 200 Sachets
Salt Powder (one liter pack)
400 Sachets
(less than one
liter pack)
46 Uricosurics 500

47 Vaccines
48 Dermatologicals
49 Eye/ Ear Drops

LVP = Large Volume Parenteral,

(500 ml & above)

Required Quantities

Syrup/ Injection Topical
Suspension/  (Ampoules/ (Tubes/Bot.)
Ellixir (Up to Vials) (Bot.)

120ml)

50 50 50
(LVP)
50
(SVP)
50 50
50 50
50
(LVP)
50
(SVP)
50 I
50 50
50
50
50
100

SVP = Small Volume Parenteral.

(Less than 500 ml)

Note: (1) All the submitted sample drug must have a minimum of two years' shelf-life(or
¥, of * total shelf life)
2) In case of large sized packs (e.g. 500's, liter pack or jar) the required amounts
are 3 bottles.
3) If more than one type of packaging or pack sizes are applied simultaneously

for registration any one of small sized packs may conform to the prescribed
amounts. The remaining have to be submitted in a minimum of four unit-pack
each if it is a small sized pack and one unit-pack each if it is a large sized

pack.
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Annex IV

Required quantities of sample drugs for renewal

No Drug Cateqgory Required Quantities
Tablets/ Syrup/ Injection Topical
Capsules/ Suspension/  (Ampoules/ (Tubes/Bot.)
United Dose  Elixir (Up to Vials) (Bot.)
120ml)

1 Anti-bacterial 300 20 30 20 15
2 Anti-fungal 300 20 30 15
3 Anti-viral 300 20 30 15
4  Anti-malarial 300 30
5 Anti-tuberculous 300 30
6 Anti-amoebic 300 20 30 20
7  Anthelmintic

(a) Single dose 50 20

(b) Multiple doses 50 20
8 Anti-inflammatory 300 20 30 15

Drugs(Non-steroidal)
9 Anti-depressant 300 20 30
10 Anti-psychotic 300 20 30
11 Anti-convulsant 300 20 30
12 Anti-parkinsonism 300 20 30
13 Anxiolytic 300 20 30
14 Anti-diabetic 300 30
15 Anti-thyroid 300
16 Anti-emetic 300 20 30
17 Anti-diarrhoeal 300 20
18 Antispasmodic 300 20 30
19 Antacid 300 20
20 Anti-ulcer 300 20 30
21 Anti-asthmatic 300 20 30
22 Antitussive 300 20
23 Antihistamine 300 20 30
24 Mucolytic 300 20
25 Anti-anginal 300 30
26 Anti-hypertensive 300 30
27 Anti-arrhythmic 300 30
28 Beta adrenergic 300 30

blockers
29 Calcium Antagonist 300 30
30 Diuretic 300 30

31 Anti-hyperlipidaemic 300
32 Anti-heamorrhoidal 300
* 33 Ant-neoplastic 100 10

* Antineoplastic from India must be submitted with own COA and Lab analysis Report from
accredited laboratories.

*Antineoplastic from other Countries must be submitted with own COA and Test result from
accredited Analytical Laboratory.
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35
36

37
38
39
40

42
43

44 (a)Oral Rehydration

Anti-migraine
Anassthetics™
Amino Acids

Antianaemic
Cold Remedy
Contraceptive
Corticosteroids
Intravenous
Hep lacement
Fluids

Multivitamin
Mootropic

Salt tablets

Salt Powder

45 Uricosurics
48 * Vaccines

47 Dermatologicals

48

Eye/ Ear Drops

Tablets/! Syrup/

United Dose  Ellixir (Up to
120mi)
300 20

300

300 20
300 20
30 cycles

300

300 20
300 20
100

(b)Oral Rahydration 30 Sachets

(1L pack)

50 Sachets

{= one L pack)
300

LWP = Large Volume Parenteral,

{500 ml & above)
MNote: (1)

Vials)

30

30

50

30

50
30

30

Required Quantities
Injection
Capsules/  Suspension/ (Ampoules/

(Bot.)

20
10(LVP)20
(SWVF)

10
(LVP)

{SVP)

Topical
{Tubes/Bot.)

15

15
15

SVP = Small Velume Parenteral.
(Less than 500 mi)

All the submitted sample drug must have a minimum one year of shelf-life

{2) In case of large sized packs {(e.g. 500's, 1000's liter pack or jar) the required

amounts are 2 botiles or boxes,

(3) If more than ane type of packaging or pack sizes are applied simultanecusly for

registration any one of small sized packs may conform to the prescribed

amounts. The remainings have to be submitted in a minimum of one unit-pack.
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Annex V

DOCUMENTS REQUIRED FOR RENEWAL OF REGISTRATION
OF PRODUCTS AUTHORIZED BEFORE 1 JANUARY 2015

(I) Administrative Documents

1) Letter of Authorisation

2) Company Profile

3) Certificate of Pharmaceutical product

4) G.M.P Certificate

5) Manufacturing licence

6) Proforma statement (Annex VI of Drug registration guideline)
7) Summary Drug Information Sheet

8) Form |

Remarks on administrative documents

(
(
(
(
(
(
(
(

(1) Pharmaceutical Documents

(1) Name of Drug, its composition and physical, chemical properties of active substances
and excipients

(2) Analytical method for active substances and excipients

(3) Standard control procedure on raw material

(4) Raw material specifications

(5) Specimen Q.C report on raw material

(6) Manufacturing process

(7) Specimen in-process Q.C report

(8) Finished product specifications

(9) Disintegration and dissolution profile

(10) Analytical method for finished product

(11)

(12) A sample copy of certificate of analysis

(13) Stability test report

(14) Packaging specifications

(15) Images of product, package, label, & package insert

(16) Q.C procedure & report on label, and packaging

Remarks on pharmaceutical documents

(1) Pharmacovigilance & Safety updated information
Remarks
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Annex VI

PROFORMA STATEMENT
SN TRADE NAME GENERIC NAME INDICATION REMARKS
OR FORMULA
PACKING
SHELF LIFE
FOB PRICE :

MANUFACTURER
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Annex VI1I

DRUG SAMPLE

Baich No.
Manufacture Date
Exp. Date

Certificate of Analysis

Type of Packing

Presentation { Pack Size )
Submitted Quality

Finished Product Specifications

Physical Specifications (colour, shape, size,
weight, hardness, disintegration etc.)

Chemical & Microbiological specifications

Packaging Specifications (primary packaging, secondary packaging)

Shelf life & recommended

Storage conditions

* Submission for consideration

* Approval/

Rejection

* For official Use

24



ANNEX VIII
DFDA ONLINE DRUG REGISTRATION

APPLICATION INSTRUCTIONS

DFDA is introducing a computer-assisted drug registration system. When fully functional the system
will enable applicants to submit applications online as described in the diagram in attachment 1.

First step: obtain username and password for applicant company staff.

Applicant companies should submit a request to DFDA Drug Control Section in writing asking for the
assignment of username and password for their staff. Requests should include the following
information:

- Company full name and address;

- Name, mobile telephone, and email of contact person (contact person is only one per
company and does not need to be the same as the person for which username and
password are requested);

- Number, issue date and expiry date of company business registration;

- Full name, ID number, address, and email for each person for which access is requested;

- A copy of the following: a) company business registration; b) national ID or passport of the
person for which access is requested; c) signature of the person accessing the online
registration system; d) national ID or passport of the contact person.

Companies may register up to five users under each company name. Each request should include
only one user. When written requests include more than one user, only the first user will be taken
into account.

DFDA-DCS (Drug Control Section) will enter company data

into the online system. After entering company data, SIGN IN

DFDA-DCS will respond by email inviting companies to Usstane
instruct their staff who will become users to submit a

Password

request for username and password to DFDA Drug Control Login
Section using the “Sign up now” option that appears at URL

Forgot your Password?

httpS://user.dCdfdamm.Online/ Click here and recover it

To request a username and password users should é Sign up naw
provide the information requested by the system, such as:

- Company name (the system will display address of company if already recorded in the
system; if no data has been recorded password assignment will be delayed until data is
recorded).

- Full name, ID number, address, email, mobile number, proposed username (a different
username must be created for each company person for which access is requested).

- Ascanned copy of the following: a) company letter authorizing user to submit applications
on company’s behalf; b) national ID or passport; c) signature of the person accessing the
online registration system.
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After accessing the system, users will be able to change password, contact email, address, and

names of alternates. For each user, up to two alternates can be registered to act on a user’s behalf.

Please note:

The same person may act as user on behalf of more than one applicant-company. However,
a different username and password will have to be used for different applicant-companies.
Companies should notify DFDA-DCS as soon as possible when new situations arise and users
should no longer be allowed to act on behalf of a given applicant-company. DFDA-DCS
cannot be held responsible for any misuse of system access rights by any user under any
circumstances.

How to cancel a username/password.

Companies may occasionally need to cancel the authorisation given to a user to act on company’s

behalf. In these cases please follow this procedure:

1.

Notify DFDA-DCS in writing the name of the person who is no longer authorized to access
the system. DFDA-DCS will inactivate that user’s account. All draft and pending applications
related to that username will temporarily cease to be accessible to the company.

Decide if another user already registered in the system can inherit the pending applications
related to the discontinued account. If no active user is identified, companies should
proceed to requesting the authorization for a new user as described above.

After identifying the user who will inherit access rights of the discontinued user, companies
should request DFDA-DCS in writing to switch access rights from the discontinued user to
the new one. After receiving this request, DFDA-DCS will change access rights as appropriate
and the requesting company will recover full access to the pending applications that were
originally related to the discontinued user.

Second step: access system.

Reach URL https://user.dcdfdamm.online/ and enter username and password to log in.

The UTILITY option will permit to update user’s
profile and change password.

Updating the user profile permits

Two options will appear DRUG SECTION

CHANGE
PASSWORD

creating/editing alternates to ACCOUNT INFORMATION

assist a user to perform data
entry work. To create/edit an

alternate, a user will enter a woniees | (R
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name and a password for each alternate. The alternate will access the system using the same
username as the user but will have a separate password.

ADDRESS ALTERNATES

| E— | B

elotro 5678

7]
(]

tercero 4321

Users will be able to monitor the work of their alternates.

The DRUG SECTION option gives DG SECHON
access to the main data entry facility. }

ks Mcndid J
PRUG SECTION ] J ] Copy ] Furrw‘u_nch Submit ]

Date file
craated

Saarch product nama

Product nams

15-10-2017 53
13-10-2017 57

12-10-2017 56

o || ][l o |f %

07-10-2017 51

Third step: start a new application.
Applicants use the system facility to generate and submit new applications.

A separate application must be generated for each strength, dosage form, and pack size of a
product. The system has a “copy” facility to enable users to “replicate” similar applications without
typing the same information again.

A new application is generated by users in draft form. Users can edit, add or remove data, and make
any kind of change until they decide to submit the application. After submission, users will no longer
be able to make any change to the data submitted, unless requested to do so by DFDA-DCS.
Applications can be kept in draft status for up to 20 calendar days. Past such time, applications will
be automatically removed from the system, disk space will be freed and data will be lost. The
maximum number of draft applications simultaneously open is 50 for each company.
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To start a new application, press the “New” button at the top of the screen shown above. A new
application will be generated and new screens will appear for users to enter application data.

The Edit button permits to access existing draft application to change/add/remove data as required.
The Erase button fully removes a draft application.

The Copy button generates a new application copying data from an existing application regardless of
its status (i.e. copies data from draft, submitted, verified, or approved applications). This facility
saves user’s data entry time when preparing applications for different strengths, dosage forms or
pack sizes of the same product.

The Form/Docs button permit to print the content of an application.

The Submit button ‘seals’ application data and ‘sends’ the application to DFDA-DCS. After
submission users will not be able to change any data of the submitted application.

Some buttons will change label and function depending on the type of applications being shown in
the list.

These options are used to filter the applications that will appear in the
list at the centre of the screen. Statuses are as follows:

® | Draft (4)

v | Accepted (0 Draft: applications in draft form. Can be edited.

Submitted: submitted to DFDA-DCS. Cannot be edited.

Accepted: accepted by DFDA-DCS for assessment. Cannot be edited.
2 | Under assessment (2)  Rejected: rejected by DFDA-DCS. Will not be assessed.

Under assessment: samples and physical dossier have been accepted by
DFDA-DCS and assessment phase started.

@ | Trash (7 Finalized: assessment completed and final decision taken.

Trash: draft applications deleted by the user or by the system (no
uploaded documents can be restored).

Withdrawn: applicants can withdraw an application after it has been
submitted

Messages: messages to the applicant from DFDA-DCS.

R EEa These columns indicate: the date on which the draft application has been
NG | status

Sisated | v created, the number of days remaining available for editing and an icon

30-09-2017 58 M L . L. ) . .
indicating whether all the minimum required information has been

30-08-2017 58 il

entered and the application is therefore ready for submission + .

«  Incomplete applications cannot be submitted.

Fourth step: enter new application data.
The system will ask applicants to select the type of application among these options:

- BIO: biological products such as vaccines and biotechnological products.
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GEN: generic. It concerns pharmaceutical equivalents of products already approved for
marketing in Myanmar.

FSU: food supplements.

NPM: product new to Myanmar. It concerns products containing active substances or fixed-
dose combinations never marketed in Myanmar before. NPM applications are accepted only
for products that have already been approved for marketing by a reference? national
authority in a foreign country.

REN: renewal. It permits to enter an application to renew the validity of a drug registration
certificate. See below specific advice on entering data for renewals.

SPE: special access products. It concerns donations and products for specific disease control
programmes.

Depending on the type of application, the system will require different types of information and

documents to be submitted.

An application number is automatically generated by the system. Data entry is carried out in three

different ways:

1.

Some data must be entered directly by the applicant (e.g. product name, packaging
description) by typing in the spaces made available for the purpose.

Some data will be selected from look-up tables (e.g. dosage forms, ingredient names). This
will ensure consistency of terminology. If a specific term is not found in the look-up tables,
applicants should first make sure that a synonym is not already included in the tables and, if
no synonym is found, request DFDA-DCS to consider adding the new term by writing to
contact@dcdfdamm.online.

Some data will be uploaded by applicants as PDF or product images. Images should be in JPG

or PNG format. Each image size must not exceed 500KB and the maximum number of
images that can be uploaded is 10. All files in other formats, such as .DOC or .XLS, will have
to be converted by applicants to the PDF format before uploading. Applicants should ensure
that no individual PDF file size is greater than 3MB. Occasionally, DFDA-DCS may request
applicants to submit specific documents in other formats, but this will be done outside the
online application system.

An example of data to be typed directly is the product name

Type product name here
Product name

2 The list of reference countries is regularly updated; applicants should enquire at DFDA-DCS.
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An example of data to be selected from a look-up table is the dosage form. Press thisicon | ©
o

This window will appear

Write at least 3 characters please

Data List

Search

Type 3 characters and select from the list.

CAFS{ILE, FILM COATED, EXTEMDED RELEASE
CAPSUILF, GFLATI COATFD
" CAPSULE, LD FLIFD

To be able to save a draft, applicants must enter at lest

the basic product information appearing on the first

screen (product name, generic name, strength, dosage form, etc.). Additional information, such as
manufacturers, ingredients and other data (see the six buttons below) can be added later, on
condition of remaining within the limit of 20 days.

These six ‘buttons’ will lead

IIGREDIENIS J [ v Required DOCUFﬂEﬂtSJ ¥ tonew windows where
SAMPLES J v specific data can be entered/uploaded.
IMAGES %

INDICATIONS J v

Payment receiptsJ v

Ingredients: will open a window where detailed qualitative and quantitative information about
active and inactive ingredients must be entered.

Samples: will open a window where applicants will describe the samples submitted. Samples must
have been submitted before an application can be submitted. Applicants will provide date of

submission and reception number. For applications that do not require submitting samples,
applicants should first obtain a sample exemption number from DFDA-DCS. At data entry applicants
shall put zero as sample quantity, type “not applicable” in the other fields. They will then enter
information as if samples had already been submitted, type the exemption number and date where
the computer asks for sample reception number and date (see image below).

Samples already submitted ? Yes B2 . .
Type date of exemption, if exempted
Date Samples Submited 5 15.2017 /

(dd-mm-aaaa)
Samples Reception Number 123abc €———— Type exemption number, if exempted
Images: applicants should upload images of: a) the outer packaging showing all sides and including

marks indicating sizes; b) the primary container showing all printed/engraved information; c) the
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actual dosage form clearly showing colour(s) and details of markings (e.g. logos, numbers, grooves),
if any. As stated earlier, these images should be in JPG or PNG format. Each image size must not
exceed 500KB and the maximum number of images that can be uploaded is 10.

Indications: will open a window where applicants can type (or paste) free text mentioning the
proposed product indications with related dosage and administration information.

Required documents and payment receipts: will open a window where applicants can upload all the
documentation that is required depending on the type of application. When originals are required,
applicants should keep them for later submission to DFDA-DCS together with the full dossier (see
below). Again, only PDF format and maximum 3MB per file.

Naming files: applicants are expected to use the following rule to name the files that they intend to
upload. Files names should be a string including: a document name as it appears in the Guideline on
Drug Registration Application (this will also appear on the screen for easy reference)+product
name+strength+dosage form. Examples: PI3.3-CPP.Aspirin.5mg.capsule.pdf; PIIP8-Drug Product-
Stability.Aspirin.5mg.capsule.pdf. P13.3 corresponds to Part | point 3.3 of the ASEAN Common
Technical Dossier (ACTD), PIIP8 corresponds to Part I, point P8 of the ACTD. The ACTD can be
downloaded from http://asean.org/storage/2017/03/68.-December-2016-ACTD.pdf and the ASEAN
Common Technical Requirements http://asean.org/storage/2017/03/67.-December-2016-ACTR.pdf.

Special data entry requirements for quantitative data

Quantitative data are required when describing the number of units in a product package and the
guantities of active ingredients in an administration unit. Accuracy of information is crucial to ensure
effectiveness of electronic management of information.

1. Enter dosage form and primary container first. The primary container (e.g. bottles, vials,
closures, blisters) is in direct physical contact with the dosage form, whereas the secondary,
or outer, containers are not (e.g. aluminium caps, cardboard boxes). Applicants will not be
able to enter ingredients data if they have not entered dosage form and primary container.

2. Check that dosage form and primary container are correct. These can be changed later,
however number of units per pack and quantity of active ingredients per administration unit
may have to be re-entered if either form or primary container information is changed.

3. Applicants should now identify the administration unit. This can be the same as the dosage
form (e.g. tablet, capsule), the same as the primary container (e.g. ampoule, vial, sachet), a
reference to a volume of a liquid (e.g. oral solution, large volume injectable solution), a
reference to the weight of a semisolid (e.g. cream, ointment), or be a special case, e.g. a
device such as a metered-dose dispenser.

4. Next step, state number of administration units contained in the outer package or primary
container, as applicable (e.g. 20 tablets, 12 ampoules, 60ml, 20grams, 10 syringes, etc.).

5. Mention, if applicable, the volume of the primary container (e.g. 2ml ampoule).
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These images show how the data entry changes depending on the type of administration unit.




Entering ingredients data

At this stage applicants are ready to enter ingredients information. The system will use the
information already entered and will propose the appropriate reference unit (e.g. composition
referred to one tablet, one gram, one ml, one ampoule, etc.).

Ingredients data are entered in the screen shown below.

INGREDIENTS Second form Third forn Fourth form Fifth form
Quantibies below are refersd o one milllitre
Substance name A | Bubstance present in the end product
Complementary Information
iyEe) SELECT (&
Cuartiby

() Miligram

() Microgram
Unik =
{0) Internationzl Unic

() Gther

ATC Code

Substance names must be selected from a look-up table. For active substances, INNs must be used if
available. The look-up table includes all INNs plus a number of other substance names for which
INNs have not been assigned. An inactive substance look-up table including almost 14 thousand
substance names is also available. If a substance name is not found, applicants should first make
sure that a synonym is not already included in the tables and, if no synonym is found, request DFDA-
DCS to consider adding the new term writing to contact@dcdfdamm.online. Such request should

include literature reference indicating the source of the substance name.

Selecting the type of ingredient (active/inactive) will direct the system to seek data in the correct
database and, in the case of inactives, will not make entry of quantity data compulsory.

When a salt or other specification is not included in the INN or in the table, applicants will be able to
enter additional information about the active substance in the ‘Complementary information’ field.

Quantities and related measurement unit are then entered. A blank field is available to enter units
that are not the milligram, the microgram or the international units.

Entered ingredients appear in a table like the one show here below.

ATC

Substance rame Type Quantity unit Coc:i;_'

AMOKICILLIN Active | 500.000 Milligram | JO1CA4

LACTOSE MONDHYDRATE - CELLULOSE, MICROCRYSTALLINE Iractve

The two icons on the left permit to edit or delete entered data. There is no limit to the number of
ingredients that can be entered.

The tags that appear at the top of the ingredient data entry screen (Second form, Third form, etc.)
are meant to enable applicants to enter data referred to complex products, such as certain oral
contraceptives, where the same blister pack (or other package unit) includes different dosage forms
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with different compositions (e.g. yellow tablets contain AAA 3mg; red tablets contain AAA 2mg and
BBB 5mg; orange tablets contain AAA 2mg; white tablets contain only inactives).

Fifth step: manage submitted applications.

Completed applications can be submitted to DFDA. The system will not allow to submit incomplete
applications and will mark with different signs those ready for submission + and those still

incomplete.
el L] £
30-09-2017 58 o
30-09-2017 58 W

Submission is done simply by pressing the submit button that appears on the bar over the grid
showing draft applications.

|

| [ [
My [ o | Erase E Lopy ‘]h'_\ll'l‘l_-ni':lill ubarel [

After submission, applicants will receive an automatic email message confirming that the submitted
application has been received by DFDA-DCS. This submission enables DFDA-DCS to verify the content
of the application. The verification has two possible outcomes: a) the content of submitted
application is readable and meets the required formal aspects (e.g., a pdf file uploaded with the file
name mentioning stability study does indeed include a stability study document; this does not mean
the study has been assessed and found satisfactory), or b) there is a problem with one or more
elements of the information submitted. In the first case, submission is conforming, applicants will
receive an email message mentioning this outcome and asking to print the physical dossier and
submit it to DFDA-DCS. Applicants must use the system facility to print the physical dossier to ensure
that computer-generated secure markings appear on all printed pages for DFDA-DCS verification
that electronic and printed versions are exactly the same.

In the second case (there is a problem with some aspects of the application), applicants will receive
an email mentioning the problem(s) and inviting to make the necessary amendments. The graphic
below shows two types of submitted applications.

User name: APPLICANT MODEL User role: RESPORSIBLE PHARMACIST Log Qut
DRUG SECTION - i 2
Copy. J \\'ltndme r—o!mr'docs‘l PavmamsJ Exit

Search product name
Date file

Application type Product name Status Status date endeg | Eondining

Apphcation
Nr

£ creatad nota days
O 4 BID BIOrRDa 22 17 Submitted 23-10-2017 Ha 0
® | Draft (2 ™ 3 BIO BRI 71-10-2017 | Submitted | @ 23-10-2017 No 0

& | Submitted (2]

o | Acceptsd (O]

The applications that appear in the grid and have no icon are those submitted but still under DFDA-
DCS review.
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Those with an envelope icon are applications that require applicant’s attention. Clicking on the icon,
applicants can see the content of DFDA-DCS’s email mentioning application shortcomings. Clicking
elsewhere on the raw of that application will enable applicant to access selected content of the
application and make the necessary amendments. In the example shown in the image, the ‘clinical
overview’ pdf should be replaced or complemented by a new one.

Document category Clinical b

Browse... | Identidad_Bauman.pdf Upload File l

*** Maximum file size 3MB ***

* Document MANDATORY Maximum 50MB Use

Description |revised CLI_PIVO_1

CLI-PIVO Clinical overview

O

[J 1 ef BIO_3_CLI_PIVO_1.pdf (254.21 KB) PIVO (A}

Applicants can replace the uploaded document with a new one by selecting the check box of the file
to replace.

After editing part of an application, applicants will be asked if other changes are needed or the
amended application is ready for re-submission.

SELECT YES TO SAVE AND KEEP THE
APPLICATION PENDING FOR
ADDITIONAL CHANGES

SELECT NO TO CLOSE AND SUBMIT
THE APPLICATION

Renewal applications

Data entry for renewal applications requires entering the existing drug registration certificate
number. The system retrieves any information already available and data is provided for the
applicant to update information as necessary. In the first years of the online registration system,
information on previously authorized products is not available. This means that applicants will have
to provide the missing information (generic name, dosage form, ingredients, etc.) in a way that is
similar to that used for entering new drug applications.
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ATTACHMENT 1

APPLICANTS ENTER APPLICATION DATA, UPLOAD SCANNED
DOCUMENTS AND SUBMIT USING SECURE ONLINE ACCESS?

A

|

REQUESTS TO PROVIDE MISSING OR
UNREADABLE INFORMATION?

ADMITS APPLICATION AND REQUESTS APPLICANT TO
PRINT AND SUBMIT PHYSICAL DOSSIER AND SAMPLES

1

APPLICANT SUBMITS SUBMIT PHYSICAL FILE AND SAMPLES?

DFDA
ASSESSMENT

REQUESTS TO COMPLEMENT
SUBMITTED INFORMATION

ASSESSMENT OUTCOME

NOTES:

1 - For each application, the system will allow data entry and document upload for up to 20 days from the date on which
data entry is started. During this time data can be modified as needed. However, after submitting an application, applicants

will no longer be able to modify anything.

2 - If DFDA requests additional data to be uploaded, applicants will only have access to the specific part of the application
where data is required. The rest of the application will be fully visible but not editable.

3 - The physical file must be an exact copy of the electronic submission. To ensure this, the entire file must be printed using
a specific facility of the online system. The resulting printout will be marked with a security code which will also appear on
the electronic version. Printed documents that do not carry the proper verification code will not be accepted by DFDA.
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Annex I X

Steps to be followed in submitting dossier and samples for new drug registration

Step

Applicant action

FDA action

Carefully study Guideline for Submission of
Application for Drug Registration

Submit list of drug products for which applicant
intends to apply for drug registration.

Obtain FDA letter to remit assessment fees.

Issue letter for remittance of
assessment fees.

Pay assessment fees to FDA’s account MD-012456 at
MEB.

Request DFDA approval for importation of samples.
The following shall be submitted to Drug Control
Section:

- Receiptissued by MEB upon remittance of
assessment fees;

- letter, in a format prescribed by DFDA,
informing DFDA that payment for the drugs
has been made;

- List of sample drugs to be imported,
specifying name of drug (trade name,
generic name), dosage form, presentations,
contents of each unit dose, pack size
(accounting unit), quantities. (For the
convenience sake, a form has been prepared
by DFDA);

- For samples already at port/airport, in
addition to the above, airway bill, signed
invoice and packing list of samples.

No approval for importation will be issued for
samples shipped before obtaining FDA letter for
remittance of fees (Step3).

Ensure to comply with Trade and Customs
Departments’ regulations for importation
procedures.

Check documents.

Verify and then return originals.
Issue approval for importation of
samples.

Submit samples to FDA within one week from the
date of clearance from point of entry.

Check and accept (or reject) samples.
Issue receipt with reception number
and date.
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collecting drug registration certificate at FDA
premises.

7 Start entering data in online application system Issue receipt of online application.

https://user.dcdfdamm.online Check application.
System will not permit to submit applications with Request applicant to correct
incomplete information and without correct sample | inaccuracies, if any.
reception number. Request applicant to print and submit
Submit complete application online. Application physical dossier, if application meets
number is generated by computer. completion requirements.
Reject application if inaccuracies are
not addressed by applicant with
specified deadline.

8 Submit, in person, computer-generated form | plus Receive and check physical dossier.
all accompanying documentation as required for Issue note acknowledging receipt of
each type of application within 60 days of being physical dossier, if all documentation
notified by FDA to submit physical dossier. All carried security markings.
documentation must be printed using the online Reject dossier if documentation does
application facility. Documentation that does not not carry security markings.
carry the printed security markings will not be Assign dossier to specific assessment
accepted. procedure and determine estimated

duration.

9 Request applicant to submit
complementary information if found
necessary during assessment.

10 Provide requested complementary information Acknowledge receipt of

through online system within established deadlines. | complementary information and
continue assessment.

11 Complete assessment.

If outcome entails issuance of drug
registration certificate, issue letter for
applicant to remit registration fees.

If outcome is denial of approval, issue
letter informing of denial.

All communications are sent via the
online system using the email address
provided by the applicant.

12 Remit registration fees within 90 days from the date

of intimation.
Upload payment receipt using online facility. Original
to be submitted when visiting FDA to collect drug
registration certificate.
13 Within 60 days of payment, request appointment for | Issue drug registration certificate.

Certificate will be delivered in person
only to duly authorized company
representative.
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Annex X

In case of multiple pack size

CASE 1 — Products never registered before.

If applicant intends to submit

simultaneously for more than one pack size

a)

b)

d)

e)

f)

Applicant creates first application
with one pack size. In the comment
space applicant mentions that
applications for additional pack sizes
are simultaneously being submitted.
Applicant uses the copy facility and
creates new application with next
pack size. In the comment space
applicant mentions that this
application concerns an additional
pack size related to application
number XXX.

Applicant finalizes applications
ensuring that all dossier information is
exactly the same for all pack sizes.
Applicant submits all applications
simultaneously.

When requested to print and submit
physical dossier, applicant prints and
submits only one physical dossier for
all pack sizes and the specific
application form for each pack size.
FDA assesses application and reaches
final decisions that may be different
for different pack sizes.

If applicant submits new pack size after

having submitted application for first pack

size but before final decision is reached

a)

b)

Applicant uses the copy facility and
creates new application with next
pack size. In the comment space
applicant mentions that this
application concerns an additional
pack size related to application
number XXX.

Applicant finalizes application
ensuring that all dossier information is
exactly the same for all pack sizes.
Applicant submits new application.
When requested to print and submit
physical dossier, applicant prints and
submits only the application form.
FDA assesses application and reaches
final decisions that may be different
for different pack sizes.
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CASE 2 — Products with a valid registration number.

If applicant submits application for
additional pack size for product with
information already entered in the online
database

a)

b)

d)

Applicant uses “additional pack size”
procedure to create a new application
for the additional pack size. Applicant
enter valid drug registration number
and system will display existing
product information.

Applicant can edit pack-size related
information and, in the comment
space applicant mentions that this
application concerns an additional
pack size related to DRC number XXX.
Applicant finalizes and submits new
application.

When requested to print and submit
physical dossier, applicant prints and
submits only the application form.

If applicant submits application for
additional pack size for product with
information not present in the online
database

a)

b)

c)

Applicant uses “additional pack size”
procedure to create a new application
for the additional pack size. Applicant
enter valid drug registration number
and system will display existing
product name. Applicant will enter all
missing product information.

In the comment space applicant
mentions that this application
concerns an additional pack size
related to DRC number XXX.
Applicant finalizes and submits new
application.

When requested to print and submit physical

dossier, applicant prints and submits both the

physical dossier and the application form.
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CASE 3 — Renewal procedure.

If applicant submits renewal application for

product with information already entered in

a)

b)

d)

the online database

Applicant creates a first renewal
application by entering a valid drug
registration number. The system will
display existing product information.
Applicant edits pack-size related
information and, in the comment space
applicant mentions that this application
concerns one of N pack sizes related to
old DRC number XXX.

Applicant finalizes application and uses
system Copy facility to generate as many
additional renewal applications as
necessary for all pack sizes.

Applicant submits renewal applications.
When requested to print and submit
physical dossier, applicant prints and
submits only the application form.

If applicant submits renewal application for

product with information not present in the

online database

a)

b)

c)

d)

e)
f)

Applicant creates a first renewal
application by entering a valid drug
registration number.

The system will display existing product
name. Applicant will enter all missing
product information.

In the comment space applicant mentions
that this application concerns one of N
pack sizes related to old DRC number XXX.
Applicant finalizes application and uses
system Copy facility to generate as many
additional renewal applications as
necessary for all pack sizes.

Applicant submits renewal applications.
When requested to print and submit
physical dossier, applicant prints and
submits the application form for all pack
sizes and only one physical dossier.
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