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1. Application for Drug Importation Approval Certificate
Application for Drug Importation Approval Certificate (DIAC) aooaa@o @lo_oogc V)

chgoocsm[gzooﬁ csos0k oocogc:@%@":@m c\?ocﬁszeaoocgooa?cﬂoo Application
for Drug Importation Approval Certificate (DIAC) ¢ oéc;epo% Gaoocczglo%qeé

G SloopS
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C cC O C cc
2. Ofaszmcsa)ocespm Cs
(o) Lo

sfaoocﬁogéeog[g@oopé Application for Drug Importation Approval Certificate
(DICA) 323 Online sgof?:[glc;capcﬁoooscﬁ FDA @&\ Online Service Portal
3808@ C '] < < CoQ C c ¢ < C t < C
DOCGHMEVIOROI  O$OIPORCIY  OCGERME$IORM  Computer  ©OOOS0¢
Browserope gcifo']u Browser & Address Bar ogccs FDA @\ Online Service Portal
@o%eoao https://esubmission.fda.gov.mm at%oapé URL or% e‘jcﬁooéq(ﬂeéu
o ¢ cre C . C ¢ [o XY . [0} C <
eamoog[g:c&lc Figure (2.0) ople [§:Dooo::>a£ 320)Cs Login Page o7 @ceogoqe@
@o%éboéu oqcooooé Login Page ogé Account Registration @[cgés:mém

Q

@[3_5388:5@339 Email §c°: Password 0303 amoop_gej Login 3523 %.(C)(ﬂu
S ° ° L L 2,

390005@ Gcgpooooooo(? o>§®ogc°: lep Cgoo 002 °[§§ze§o']oo Figure (2.0) 085
Co C

[goooo0p53a03¢E: Register 03886) ©05000E(gE:03 (glepdaclepdi

Ministry of Health and Sports

( user@gmail.com é

Lo &
——
Forgot Password eciser 'é”
-

Figure 2.0: Login Form

®§c§:{aogé°:>% oéespo%o']oo Figure (2.1) 035 G@S[gooya)ésc;o%& c;cRpochoo:)°
&Coap_a Service Type qpo (Food , Cosmetic , Medical Device , Drug) 322¢ @Ceog qep_a
@@(ﬂ:)op_ou QO oo@aoc; Drug 0? §oej Drug Dashboard o% oceepchﬂep_au

R, — .
@74 %)\ Food and Drug Administration, Myanmar
oS Quality, Safety and Protection

User Dashboard

Food Cosmetics Medical Device Drug

Figure 2.1: User Dashboard

FDA e-Submission System | Application User Guide for Applicants 3



"ﬁ' SECURE LINK

IT SYSTEM AND TECHNOLOGY SERVICES PROVIDER

Bego05 Figure (2.2) 0p¢ (Qoona0pgeao3cs Drug Dashboard o (§Eeaz qepd (o4
Drug Importation Approval Certificate 332z %8@ Drug Importation Approval Certificate

C oc < C ’] <
3222 G(RP(DG)DS:%CG@ @0)0 CD@II

7% %) Food and Drug Administration, Myanmar
Quality, Safety and Protection
Drug Dashboard

plac DRC (Import) DRC (Loeal)

21
Drug Local Manufacturer
Certificate

)
One Time Importation

Figure 2.2: Drug Dashboard

3. New Application eogpodcons(gc:
New Application ecmo(f)ooosqc%sgogcﬁ Figure (3.1) ogc@ooyoa@sgoocs New
Application Link 3302 &0l

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DIAC

Drug Import Approval Certificate

Q &
Submission Downloadable Area
Certificate Download {3
o Receipt Download [E)

on & Deletion {[J (E-certificate)

o Product Extension (Manual-certificate)

1
Submission Status

Figure 3.1: Drug Dashboard
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c;cwocv%cgo@éogé:ooé :3990@088 Applicant, Supervising Person(s), Drug To Be
. . oc oc O C C (N C <
Imported, Premises and Equipment 0pg) 320C: (G) QC:0D 3280¢80C @@ogczq@p_o

GSclaogSn

33¢: (o) Applicant

C

oc . C C c .
30C: (o) Applicant Tab 03¢ eQypPO002:202005  Figure  (3.2) ogC
@mozw@fago%& saql(f):a@c\)dgq_p:sgoz 9$m§«go @éogé:qé]@éu c;cRpoSooozoﬁ
¢ ¢c ¢ o¢c ¢ C oC C C o C
200 39@9:@@0:6]: QPOCSIVCOCEORPOIRIMNCEIOICOOIEID @oé]m Qogc@oooz
¢ ocC . . . . .
20p3207C: Is an application holder of other pharmaceutical business license(s)
308 399§[§5[§5§j Type Of License (cﬁéo)ésaeﬁl:samz)l License Number (o$c°:o>8
§0lod) Date of Issue (3E0E00056020p3q03Q) 0303 9&MEgo (§pda3¢:s) Save
BN
o§e§005 Next o%%&ﬁ :9(3 C:(J) Supervising Person(s) Tab 33 0g2:CEP D %éeé

GSclaogSn
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Drug  DIAC / Application

Applicant

Applicant Name*

Applicant Age

Applicant Address *

Please Attach Necessary

Documents
(eg. You ID) *

DIAC Application Form

Please Select

No Selected File

Browse

Business Information

Business Name *

Business Address *

Business Telephone No.

Business Fax No. *

Warehouse Address *

Form Of Organization
(Partnership or other) *

Ownership

National Percentage ownership *

Ownership

Foreign; Percentage ownership ~

Captial (Kyats/ US$) ~

\

Is an application holder of other
pharmaceutical business
licence(s)?

Type Of Licence *

Licence Number *

Date Of Issue *

o

\

N i

T

Secure Link Co.,Ltd

NO(456) , st. 104, Myitkyina , Mohnyin , Kachin , Myanmar

N

) J S S—

’

ave Next @
myimons Béaé@égrﬁﬁ:u‘%éz "Save" or "Add" Ele{"ﬂ"

Click save or add after you make changes or fill out.

Figure 3.2 Applicant Tab
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3933 C3(J) Supervising person (s)

[o XN . . C C C C - [N
320C3( J) Supervising person (s) Tab 3280¢0RC 6QQPMY002:392000 Figure (3.3) 03¢
C oc C C o < ¢ C C C
@ooo:oo@ 3207C3 323|00ICOMQM) 9300990 @&3808610']8&”
saqogsacocrgqp: @péoi:go @éogéz@:cgdé Add o%%c%ooo ogézaoé:%&j
.. Co cOo C o C c o¢ C C C (O C
Supervising Person oooasoomceo]oo oooe@p_gogcs‘%ccﬂ:neu @&ogcz[gzoo@
399'1035: Add cr§$°j agézaoézgéeé @o%o']oopéu @sucﬁsacoogeﬂoz @éo"g«go

L
00C

@éogé:@:cﬂm Next 0509 sgcgc:(q) Drug To Be Imported Tab o% ogozesporc)
8E6p8(g8ckopS

™ Food and Drug Administration, Myanmar
/&) Quality, Safety and Protection
# » g 27 @usen ~

Drug / DIAC / Application
DIAC Application Form

+ Applicant  Supervising Person(s)

Name *

Qualification *

Duties *

4

Necessary Document * No Selected File Browse

@ Previous X Close Draft @ Delete Draft Next @

waasamnd [§E8(ypsgnd[§iofs: "save” or "Add” [§legSelu

Click save or add after you make changes or fill out.

No. Name Qualification Duties Action

Figure 3.3 Supervising Person(s) Tab
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33¢:(3) Drug To Be Imported

33¢:(2) Drug To Be Imported Tab 325080p¢ cagpab000:0020p5 Figure (3.4) og¢
@ooozoap_:) 330935: Dosage Form sgeﬁlssamssgos GaquOSGO:qeé @ogolwéu
Myanmar Drug Registration No Field op&copSs 2033|7205 Drug Registration
Certificate (DRC) ecRporC)ooozoéoo qc]ols}eooo DRC Certificate No 3228
< < < c 0 0 < C .. e e
S| [SSI=eENCTe @o:d]wguo?o%ea:qlwspogc e-Submission o)c?o)@gqooozeooo
certificate [§o°>d]oo dropdown[§§ eg_z:ﬂogqeé@og@: Manual certificate
c O .re o _¢ cre C o[ C .
@gemoooscﬂoo certificate no s@osgmoo&[g:c&lc certificate 326022C3322: PDF file
@5 upload oéméecmocﬁooozq@é@o%&wéu

C

C Co c C (e Q00C o <
323|00ICOMQD3333 @p_go?g:) @Qagc:[gzo’]oo Save 09§0<ﬂn 0Qe§2  Next
o%%&j 3985:(9) Premises and Equipment Tab 3?3 ogozeqo(ﬁ%cc:eé@o%]wén

¥\ Food and Drug Administration, Myanmar
Quality, Safety and Protection

ug 1 DIAC / Application

DIAC Application Form

v Applicant  w Supervising Person(s)  Drug to be Imported

Generic Name and Strenatn
(Composition)
Dosage Form Please Select

Presentation *

Storage Conamion ® Swrebglow O Store between

oo DD o

aqrbmcons GémdGoigasficsé: "saver or "adar Gegbile

Glick save or add after you make changes o fill out.

Ne. Brand Name Generic Name Registration No. Action

Figure 3.4: Drug To Be Imported
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39335:(9) Premises and equipments
3@@53(9) Premises and equipments Tab :raaocf:ogcc: ecmocﬁooo:oaoop_s Figure (3.5)

3€(goon0p3303¢:  BgIEdTeo0dgPiE:  [GRadesmSey  [godogzqalepdi
3g|odmavadgp: (§pda¢:G:clon Upload 63&Sdli

¥\ Food and Drug Administration, Myanmar
Quality, Safety and Protection
@ usen ~

DIAC Application Form

 Appicant  + Supervising Person(s) v Drug fo be imported  Premises and Equiqments

I No Selectea File Bros

wse
Detal ges B No Selected File Browse
Letter of Authonization (LOA) * B | No Setected File e

B | Mo Selected File Browse
Consignment specrication for B e Selectea Flie Browss
—— o0

B Noseectea File Browse
Other Document B No Selected File Browse

X heredy deciare that the * my knowiedge.

(11 also piedge that | sh

National Drug Law by Ihe deparime

@ Previous uUpioad | % CioseDran | @ Deiete pran

o6 “Save" or "Add" [§es bl

oyrimns EniGae

Cliek save or add after you make changes or fill out

Figure 3.5: Premises and Equipments

e _QS__¢ @c e .S ... 8. S . Q . Q<c__ <
C§IMVOOIVCIEH(YE  DO0IYOD002:EIDBPIG|PIPPIIMBQITIIE QOISO
@56@98: oaeoooorl?p_ge@oéscﬁﬁ Figure (3.6) ogé@ooo:oapésao%cc:: @9§[§§

Go:qelo_g @OSOI]CDEQII
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R\ Food and Drug Administration, Myanmar
Quality, Safety and Protection

DIAC Application Form

v Applicant v Supervising Person(s) v Drug to be IMpor=a  Premises and EqUIGments

& No selected Frie Browse

Detail description of dimension of B | No Selected Fie Browse

Lelter of Aulharization [LOA) B | No Selected Fie [

Browse

Browse

Browse

Browse

Figure 3.6 Complete DIAC Application Form

3.1. ch_pcf)cgoo%o)éa (Assessment Fees) 9033853@83

C < ° < < C e "l . C < o C

329|ICODIZICYS 9@0@@9_9@0 m F|gure(3.7)ogc[§ooo:oop_gsgogcz Pay

00¢Q QSRS o Q Q €an58&6aS (@Sl <
crg§oej Gg@@ogc@cesgoo Seloalevioal=tsorleirlontlel lon) @@o 200l

(9} < oc._Q N < < C <
0QE§OM Ggeooesuqep_a QCs0p @ceognq@p;) @@sj GUICIEPIVEICH
Assessment Fees §<°: Banking Service Fees g|o:320: o>§o°>9 @oaeozooo:d]eéu
88@ozeq|c\°?oopé payment method o@ea:zﬂ(ﬁﬁ Pay 0.93%5003 GgGOZGQl%é(S]ODéII
RV - CB pay @5 eozeqjcf?’(ﬂoo CB pay 322¢ Gazsj pay Button aozgéqd]eéu
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

DIAC Payment

Fee Amount

Certificate Fees 50-
Banking Service Fees 600 MMK
Total 500600 MMK
CHOOSE A PAYMENT METHOD o -.‘
1 1
—
® = om o -
mestacars
1
| T yep—— -

= s

Figure ( 3.7) Payment

086§008 Figure (3.8) ogccz [9003:33@5 3@0353 QR code 32 eoao[écczqep_g @o%[gejz
o0 ¢

ee(9§§1 CB pay app ogf:d]ﬁoopé QR scanner @5 399(3(3] code sfaosworgej
c;geo:eq%&d]oaéu

GgGOZGSHg%GSDOE@E(;Im Payment Success @0%3385 message 3202 @8608061@@0

GSclaogS

\ Food and Drug Administration, Myanmar
J Quality, Safety and Protection

Payment for DIAC

299 seconds

Please scan with CB Pay!

Figure 3.8 Scan QR Code for Payment

FDA e-Submission System | Application User Guide for Applicants 11



"ﬁ' SECURE LINK

IT SYSTEM AND TECHNOLOGY SERVICES PROVIDER

saof?a[gpﬁ gcx%sgaqlcﬁqp:d% @%mémé@spogé Incomplete Application link
< < C C C < < <

lepllele @caocooc@qep_a @odba@u

Ggeoseqp)af Voucher  30¢ ®§o"539088:9 qoicﬁd]m Figure  (3.9)

E[Qoons20053203E: Payment Receipt Link ©0930¢ quo&Edl2005188 Submit

3 223997 ? 5 RS ot

cg&\cﬁorc)eooo application 3328 @%mp_g @éﬂcﬁ(ﬂm In progress Application link
C C C < ¢c _o¢ NN <

leplolele oceqom@pi)ﬁ%ce@@odba&)u

Food and Drug Administration, Myanmar
Quality, Safety and Protection

# [ ] ag 2™ @ Usert ~

Drug / DIAC

Drug Import Approval Certificate

3
Submission Downloadable Area

New Application ] ¢ Cerificate Download g3
Renew Application {8 I + Receipt Download [ 50}
Old Renew Application I\
Amend Application (&

Product Extension & Deletion ) (E-certificate)

Product Extension (Manual-certificate)

Drafts (8

o o o o o o o

4
Submission Status

+ Rejected Application

o Auto Cancelled Application

o Application in Progress &)

Figure 3.9 Download Certificate and Receipt
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offaqrofiios
Ministry of Health
BmonmeanaSsendhogbaieqdips
Department of Food and Drug Administration

Drug Onetime Receipt

Date : 21-09-2021

Application No. ONETIME-2021-000002
Importer Name Elijah Daniel

Invoice No. 1632245039540881
Card Type CBPay

Assessment Fee [

Banking Service Fee 600MMK

Total Amount -M MK

Total Amount(In Myanmar Word) |_

Figure 3.10 Payment Receipt Form

3.2 ecmaa%cgosgo: FDA E-Submission Drug Section 3%@03(%[§°3

. Q < Q Q_<(Q Q__ %
Submit [9'_0?0(\73633’3 329|300 Q|I238 §o89 0)0)0)[98 Q3206200

Q N 24 NI e Q. . SRS __. ¢
32Q|(P32C000Q|:§)0IOD Incomplete @Q@@C\D&GOS%G@@@&)@II
Q__ ¢ Q e ... Q .Q9 < o°@ S €8 notificati @c
QY3206200329|(DICOMVQ|I: O ODﬂGO)Gl@ 32305199 @l 300G notrication |9¢

N N N . Q Q Q eMe 8

C\)&SG(T)’JCZI Incomplete menu (780 noti sign @Gj C\')&ZG(’Y)’JCZ S'BDDGOZ@@@(DOD@II

User 6c3a03j05gp:03 (g§copSoné(gepoge Incomplete Application link ©0o6s0¢
C
&

GE208 &GS [G8clarpSi
(o] C Q Q C C C
3@@96] Incomplete 39@@@9 GO3Q0023EI0D CV30] MOQP:30: User ¢ qod ( Q0 )
C C C C < Creo C N Iy Q C
sgogc:[gcaocooc@qep_o @@[9: o (0) Goqpcgﬁso']m System ¢ FOIEOYP
Auto Cancel @pgéogozeé@o%]wéugoﬁ,g o%@ogec?a(\) Application list q[os320:
Application in progress 085 @éﬁ%é@é@éwéu%e Figure (3.11)
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Food and Drug Administration, Myanmar
J Quality, Safety and Protection

Drug / DIAC
Drug Import Approval Certificate
Submission Downloadable Area
o New Application o Certificats Download §J
o Renew Application ) o Recsipt Download

o Old Renew Application

°

Amend Application
s Product Extension [ (E-certificate)

o

Product Extension € (Manual-certificate)

Drafts )

o

Submission Status

= Rejected Application
e Auto Cancelled Application

o e e MR S N e e
o Application in Progress [@ 1

Figure 3.11 Incomplete Application
Figure (3.12) ogé[gooo:a)pésgd%& Incomplete DIAC Application Form orcLS List 39@@@5

§8e03.9005(G8 Edit 0385000 G808 /&S00S

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DIAC / Incomplete Application

DIAC Incomplete Application

New Application || Amendment Application “ Renewal Application

Brand Name Date Of Application ncomplete Date

Application No. Date Of Application Incomplete Date Reason Action
- (== —
1 DIAC-2021-000008 Fri/05-11-2021 Friv05-11-2021 m l
1 1
I & Edit I
Nmmm-- -

Figure 3.12 Incomplete Application List
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3.3.  FDA E-Submission Drug Section ¢ 39@@353@%@93@8:

< C < < NN C C
39(1)0’)(5]:9&)94{]333933 @@gmca@oc@ccﬂm 83§mm§ G(Rl:)(D(I)DSOT?UB’.)S

Certificate ocgo%eozeé@oc)@: Certificate 320¢ Figure (3.13) ogf: @wo:wé 303¢:
Certificate Download link cj;ooogaocf: qoa%éd]ep_ﬁu

L

Food and Drug Administration, Myanmar

Quality, Safety and Protection

@ Userl ~

Drug / DIAC

Drug Import Approval Certificate
Submission Downloadable Area
(e ———— \
o New Application o Certificate Download )
N\ o o o e e J
o Renew Application o Raceipt Download @

o Old Renew Application

o Amend Application
o Product Extension [ (E-certificate)
= Product Extension [B) (Manual-certificate)

o Drafts §

Submission Status

= Rejected Application
o Auto Gancelled Application
s Incomplete Application

o Application in Progress @

Figure 3.13 Certificate Download

4. Renew Application

< C

cscupcﬁooo:ooé Drug Import Approval Certificate 320: Renew @%m 090(\%0']00

Figure (4.0 ) 0g&(gaon00p33203¢E: Renew Application 03830l
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Food and Drug Administration, Myanmar
/ Quality, Safety and Protection

Drug / DIAG

Drug Import Approval Certificate

Downloadable Area

Submission
o_New Apolication o Certificate Download @)
_______ )
= Renew Applicaticn @ J o Receipt Dawnload @

o Old Renew Application

o Amend Application B

© Product Extension (@) (E-certificate)

o Product Extension (@ (Manual-certificate)

o Drafts @

=
Submission Status
 Rejected Application
 Auto Cancelled Application
© Incomplete Application

o Application in Progress @

Figure 4.0 Renew Application

Figure (4.1) ogc@oo:roo@sgoocz qupoooo:roa@ DIAC Application Form oo List

Q0C

265(4¢ ([gEe0p.q0p5(gos) Renew 6388000 [gEs0E&EGloopdi

Jug [ DIAC / Renewal
DIAC Certificate
New Application H Amendment Application Renewal Application
Brand Name Date Of Application Issued Date Expired Date

No. Application No. Cetificate No. Issue Date Expire Date Action
fm————- \

1. DIAC-2021-000003 241010001 Wed/D8-10-2021 Sali05-10-2024
i I
I @Reew |
| Y, J

2 DIAC-2021-000005 241010004 Mon/18-10-2021 Thur17-10-2024 m

[ Ranow
3. DIAG 2021000006 241010004 Mon/18 10 2021 Thu710 2024
4. DIAC-2021-000008 241110015 Tue/23-11-2021 Frif22-11-2024

Figure 4.1 Renew Application

FDA e-Submission System | Application User Guide for Applicants 16



".H'-" SECURE LINK

IT SYSTEM AND TECHNOLOGY SERVICES PROVIDER

5. Old Renewal Application

Manual o@o%@é nglooozeoao Drug Importation Approval Old Certificate 330: Renew

[g§ copSnda8alan Figure (5.0) 03¢(goonsoops3ac3E: Old Renew Application o384l

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DIAC

Drug Import Approval Certificate

<
Submission Downloadable Area

Figure ( 5.0 )Old Renewal Application

Old renewal Application ec&pcﬁooo:@&oap_s New Application ec3|o(ﬁoooz[§5:§§
(6)>leplove! @5@: Figure(S.l)ogf: [Qooosooés@o%é: Applicant Tab data @éogésepogé
L L o L °

Old DIAC Information  (gpSogE:e20p5200303020p5(g6Clopd  [gpdopcs(Ge
eoo&\)cﬁc\?f)eaooéqeéqp:?omézaaeo"[‘ogée@%@éoapé new application

< Coo C NP <
G%DU)@DS&)@Q@?Q 39020300@00133@"
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Drug | DIAC / Old Renewal Application

Applicant

Applicant Name

Applicant Age

Applicant Address *

Please Aftach Necessary
Documents
(eg. YouID)*

Old DIAC Information

Old Certificate No. *

Issue Date *

Expire Date *

Number of renewal times *

Business Information

Business Name *

Business Adaress *

Business Telephone No. *

Business Fax No

Warehouse Address

Form Of Organization
(Partnership or other) *

Ownership

National Percentage ownership *

Ownership

Foreign; Percentage ownership *

Captial (Kyats/ USS) *

Is an application nolder of other
phamaceutical business
icence(s)?
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

DIAC Old Renewal Application Form

Please Select

@ No selected File

Please Select

Secure Link Co. Ltg

NO(456) , 1104, Myitkyina , Mohnyin , Kachin , Myanmar

B Save Next @
qpebecons [[Emifaignsfiicsé: "saver orade” [eySalu

Click save or add after you make changes or fill out,

Browse

Figure 5.1 Old Renew Application Form

6. Amend Application

ecmo(ﬁooo:oaaf Drug Import Approval Certificate 3502 @%mé@éao C\%o]oo Figure

(6.0) 085@0033039_5390%8: Amend Application 0%%501"
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\ Food and Drug Administration, Myanmar
‘=) Quality, Safety and Protection

Drug / DIAC
Drug Import Approval Certificate
Submission Downloadable Area
5 New Application o Certificate Download @
© Renew Application B = Receipt Download @
Id Renew Application

-

f mend Application () 1

ey —
o Product Extension @ (E-cerimcats)

a

Product Extension J (Manual-certificate)
Drafts B

o

@
Submission Status

o

Rejected Application

o

Auto Cancelled Application

o

Incomplete Application

N

Application in Progress @

Figure ( 6.0 ) Amend Application

Figure (6.1) ogf:@ooozoopésao%& ecmocrc)oo:)soapé DIAC Application Form or% List
28[58 G8c0p.9603(Gs) Amend 0385025 [GEa08 88 SlaopS

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DIAC / Amendment

DIAC Certificate

[ ew appucanon |[ amenamen: sppieaton | enewatappacanon

Brand Name Date Of Application Issued Date Expired Date

No. Application No. Cetificate No. Issue Date Expire Date Action
1 DIAC-2021-000003 241010001 Wed/06-10-2021 Satf05-10-2024 m
& Amend
-
2 DIAC-2021-000005 241010004 Mon/18-10-2021 Thu17-10-2024 m 1
I & Amend
Ve
. DIAG-2021-000006 241010004 Mon18-10-2021 ThuT-10-2024 m
4 DIAC-2021-000009 241110015 Tuerza-11-2021 Fii22-11-2024 m
@ Amend
5. DIAC-2021-000012 lICFeTZ Fril05-11-2021 Moni04-11-2024 m
& Amend
6. DIAC-2021-000013 241110015 Tuef23-11-2021 Fri2-11-2024 & Viow
& Amend
7 DIAC-2021-000014 241110022 Moni22-11-2021 Thu/21-11-2024 ® View
@ Amend

Figure 6.1 Amend Application
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7% %) Food and Drug Administration, Myanmar
Quality, Safety and Protection

DIAC Amendment Form

DIAC Amendment for Certificate No. 2411E10034

Current New

Secure Link Co. L1g SECURE LINK COMPANY LIMITED
Company company
Name Name
Company NO(56) , S1104, Mykyina _ Monnyin . Kachin New NO(456) . 1104, Mylieyina , Mohnyin , Kachin
Address © i Company Myanmar
Acaress *
Coment SWAM SAUNG 00 new TUNTUNWIN N
Applicant Applicant
Name * Name®
CurrentPIace  pouy dojanius aut NewPlace_of | polor dojonbus au
of storage storage
No. Name Qualifieation Duties Action
ication - Dalor  Current Duties - Distincto Est
New Duties
Dstincto
Bsave

Figure 6.2 Amend Application Form

7. Product Extension (E-Certificate)

c;cm:)(ﬁoo:):ooé Drug Import Approval Certificate 3503 @§mé@5@o&\%cﬂm Figure
(7.0) 53€[goonso0p53203¢: Product Extension (E-Certificate) 03830l
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\ Food and Drug Administration, Myanmar
‘=) Quality, Safety and Protection

Drug / DIAC
Drug Import Approval Certificate
Submission Downloadable Area
5 New Application o Certificate Download @
© Renew Application B = Receipt Download @
= Old Renew Application
himes dpplestn @

12, Product Extension B (E-certificate)
——— -
o Product Extension B (Manual-certificate)

o Drafts @

@
Submission Status

= Rejected Application
o Auto Cancelled Application
© Incomplete Application

= Application in Progress (@

Figure (7.0) Product Extension

Figure (7.1) ogé@ooo:oapésaor%é: c;cRpchooo:ooé DIAC Application Form 093 List
39@@@& @éeo&q@é@&j Extend Product 0%%5003 @ané%éd]oaéu

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DIAC / Product Extension & Deletion

DIAC Certificate
w Applicatic “ Amendment Application ” Renewal Application
Brand Name Date Of Application Issued Date Expired Date
No. Appiication No. Getficate No. Issue Date Expire Date Action
(== ~
1 DIAC-2021-000003 241010001 Wer06-10-2021 Sau0s-10-2024 1
| B 1
A —————-—
2 DIAC-2021-000005 241010004 Mon/18-10-2021 Thu/17-10-2024
1 Extend Product
3 DIAC-2021-000008 241010004 Mon/18-10-2021 Thur7-10-2024
4 DIAC-2021-000009 241110015 Tuer23-11-2021 Fri22-11-2024
Z Extend Product
5 DIAC-2021-000012 liCFANETZ Frit05-11-2021 hon/0d-11-2024
2 Extend Product

Figure 7.1 Product Extension

FDA e-Submission System | Application User Guide for Applicants 21



"ﬁ' SECURE LINK

IT SYSTEM AND TECHNOLOGY SERVICES PROVIDER

Extend product 3320¢ Click §S&m GCRP(TSQI):&R(? 008 @[3_53853&36030 product

<

Q[e322: ooéogf::[f_}: pay button sfaos%cf)mo ch;o:c;aﬂqeé @o%o%oguSee figure (7.2)

Food and Drug Administration, Myanmar
Quality, Safety and Protection

@ Usert ~

Drug / DIAC / Product Extension Application

DIAC Product Extension Application Form

v Applicant v Supervising Person(s)  Drug o be imperied  « Premises and Equigments

Brand Name *

Generic Name and Strengin =

Dosage Form *

Please Select v
Presentation *

2
Manufacturer *
Distributor *
Country of Origin * Please Select v

O Manual Certificate @ E-submission Certificate

Myanmar Drug Registration No.* Please select

Sales Category * Please Select v

Storage Condition *

® Previous x Close Draft i Delete Draft Next @

sgsmans [GEnsGalgasffiois: "save" or "Add" [y Saln

No. Brand Name Generic Name Registration No. Action

1. miYogURIKz ZCPOXBZFIP DRC-C-2021-000006 = n

Figure 7.2 Product Extension Application Form
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8. Product Extension (Manual-Certificate)

Manual o@o%@é Drug Import Approval Certificate ogé Product ssa)ogqp" Extension

a6a30lon Figure (8.0) 03¢(goont0pdaa03cs Product Extension (Manual-Certificate)

28N

1—80 —

. Food and Drug Administration, Myanmar

/ Quality, Safety and Protection

2% @usen -

Drug / DIAC

Drug Import Approval Certificate

Submission Downloadable Area

o New Application o Certificate Download |

s Renew Application = Receipt Download ()

Old Renew Application

o Amend Application

° e b (

o gPreduct Extension @ (Manuel-certficate) 1
o S [ = -

 Incomplete Application
= Apglication in Progress @

Figure (8.0) Product Extension Manual

Product  Extension (ManuaI—Certificate)cscRpogooo:[§<"53:>o@e New  Application
ec&pcﬁooo:@éz?é(:)o")oraaw@o%@: Manual ®§<§ @éqﬁooozeooo DIAC certificate 39905,

Date of Issues , Expire Date , DIAC certificate §<§ 33[§oz document saeooocfx«raooo‘;qp: o3

L

san ©o5g) pzoporE[geolepdi
Manual Certificate Extend product 323 Click %50'100 ecwacfnooo:o% New
C c oc < C (e oc c
COYPOICOROPD  FODCS oop_gogc:[g: pay button 32:§Q00  6gGLIGYRERO

@&ﬂoaéuSee Figure (8.1)
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v\ Food and Drug Administration, Myanmar
J Quality, Safety and Protection

Drug / DIAC / Product Extension(Manual-certficate) Application

DIAC Product i ifi ication Form
Applicant

Applcant Name® Pleass Select

Applicart Age

Applicant Address

A
Please Attach Necessary Documents @ Mo Selscted File Browse
oo You 0} 20
o e o -
/7 ™
' DIAC Information 1
1 DIAC Carticats No. * :
e !
: DIAC Certificate * Mo Salected File Browse. 1
1 DIAG Attachments * B No Selected Fie Browse 1
\ J
N o o e e e e e e e e -

Business Information

Business Nama * Secure Link Ca. LId

Business Address * NO(456] , 5104, Myityina , Mohnyin , Kachin , Myanmar

#
Business Telephone No. *

Business Fax No. *

Warehouse Address *
P

Form Of Organization
{Partnership or othar) *

Ownarship
National Percentage ownership

Ownership
Fareign; Percentage ownarship *

Caplial (Kyats/ USS} *

s an applcation holder of ather pharmaceutical [s}
business licance(s)?

@qbmcocs GEmEFeeciiché: "Save" or "Add" Boebdn

Figure 8.1 Product Extension Manual Certificate Form
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9. Drafts Application
eqﬂoor%ooo:eﬁ Drug Import Approval Certificate 3223 aocr%mcf)c\?f)eaoocc:aogd]m

Figure (9.0) ogé@ooo:oaésso%& Drafts cﬁif%tc)c)’]n

Food and Drug Administration, Myanmar
/) Quality, Safety and Protection

# » g A" ) @ User -

Drug / DIAC

Drug Import Approval Certificate

Submission Downloadable Area

> Certificate Download @

Receipt Download

@
Submission Status

Incomplete Application
> Application in Progress )

Figure 9.0 Drafts Application

Figure (9.1) ogé@ooo:oopjs@o%é Gcmocﬁooo"a(\) DIAC Application Form 099 List

C C < C C C Q00C Q C

sac;c?@g @ceogoqe@@oxj aomcnmq?oeaooccx?d]m Resume o?§o<5]u ev{Zléplep)
C Q c o0Cc Oo¢C

cagPM3002:85 DIAC Form 093 qlooaae:cx?cﬂm Delete Draft o%%éﬁ qmwe:&cd]ooéu

Draft 39088: qu(ﬁﬁeq,wpé Application gp:322: (Q) qor%sgog&oa:) Resume
@logéé:téeé@og@ (Q) qorgooorc) c;oqlgcxa‘%cﬂm o>§o°)cj> :rao%:raecwocﬁ Delete
@[cqﬁogoseé@o%]oaéu

FDA e-Submission System | Application User Guide for Applicants 25



,:
0)

-
r
il

Food and Drug Administration, Myanmar
Quality, Safety and Protection

SECURE LINK

IT SYSTEM AND TECHNOLOGY SERVICES PROVIDER

Drug / DIAC / Draft Application

DIAC Draft Application

New Application

Amendment Application

Brand Name

Application Code

1 diac1636063126549343
2 diac1636070944264718
3 diac1637497111885124
4 diac1637522014794331
5 diac1637573076228035
6. diac1637581749823514
T Aiac1637585742345544
8 diac1637608914867037
9 diac1637673874394072
1 diac1637844950359092
0.

1 B

Product Name

NA

N'A

N'A

N'A

N'A

N'A

N'A

N'A

N'A

NA

Renewal Applic:

Date Of Application

Date Of Application

Fri/05-11-2021

Fri/05-11-2021

Sun/21-11-2021

Mon/22-11-2021

Mon/22-11-2021

Mon/22-11-2021

Mon/22-11-2021

Tue/23-11-2021

Tue/23-11-2021

Thu/25-11-2021

Figure 9.1 Drafts Application
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Action
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©Resume [ DEEHIE

- — -

N o o e o

© Resume Delete Draft

&

© Resume Delete Draft

?I?

&

© Resume Delete Draft

(- LCETLC @ Delete Draft

&

©Resume | BEEEIVE

© Resume Delete Draft

&

© Resume Delete Draft

L J

© Resume Delete Draft

©Resume B JIEECINEE
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?
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&
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