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Figure (1.1) Registration Page
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Figure (1.4) Drug Dashboard
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5. Application Form @ Saaée Eéz
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Figure (1.5) Drug Registration Certificate(Import) Dashboard
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Figure (1.6) DRC Import Dashboard
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30C: (0) Product Information
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DRC Import / Application

DRC Application Form

A Please send sample to drug Section prior to applying DRC.

Product Information

Generic Name *

) Otner Generic Name?
ATC Code *
Therapeutic Class *
Name of Product (Brand Name) *
Name of Owner *

Name of owner

Address of Owner * Address

Manufacturer (Including
State/District & Country of Origin) *

Manufacturer Name

Other Manufacturer (Optional) Sliver Memstacirer

sales Category *

Please Select -
Dosage Form * Please Select M
Presentation *
Strength & Composition *
)
Route of Administration * Please Select ¥
Primary Container * Please Select kd

Shelf Life (Enter number of
months) *

Direction of use (indication) *

Save Next®

< S oo iBeSacSBuess "l
a ye2gma(geoze: "save” [g|¢

S

Figure (1.7) Product Information Tab
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%Ef)é:(J) Ingredient Information
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

DRC Application Form

A Please send sample to Lab Section prior to applying DRC.

v Product Information  Ingredients Information

Each Contain *

Type* Please Select v

Substance Name *

Substance present in the end
product *

Complementary Information *

Quantity *
Unk* Please Select v
:uqlm:um(r; Eéwéﬁégég ovc “Save" Bl"’”‘;]"
No. Substance Name Type Quantity Unit SPP Action

Figure (1.8) Ingredient Information Tab
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DRC Import / Application

DRC Application Form

A Please send sample to drug Section prior to applying DRC.

v Product v Ingredi Company

Local Applicant Company:

Company Name;® SECURE LINK COMPANY LIMITED

Company Email * test@email.com

Company Address * 34/A Inyar Myaing Street ,Bahan Township ,Yangon

Company Phone * 09693521494

Applicant Information

Applicant Name* TUN TUN WIN .

Applicant Email * test@test.com

Applicant Address * No. 4/36(B), Taw Win Street, Dawbon Township, Yangon, Myanmar

Applicant Phone * 0909045437478

cMe_ oM e o® oc
o™

U g (=l=2 BV

O f
ot

Figure (1.9) Company Information
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DRC Import / Appiication

DRC Application Form

A Please send sample to drug Section prior o applying DRC.

v Product v v Company Sample

Sample 1
Sample Quantities
Sample Batch No *

Manufacturing Date *

00-0000

Expiry Date * Fo—
Sample Reception Number *
Sample Receipt Date * 96000000
Storage Condition * ® Storebelow O Store between

e v

Sample Receipt Form * B | No selectea File Browse
Sample Attork ® B No Selected File Browse
Photo of Primary Packaging * Nooaeiaden e
Photo of Secondary Packaging * B | No Selected File Eroes
Certificate of Analysis (COA) * Bl sesasa e o

Sample Characteristics

Lab Fees: * Please choose carefully for type of dosage form for lab fee payment |

O oral Form O Injectionlinfusion Form O other Dosage Form
O single O single O single
O Antibiotic O Antibiotic © Combination
O other O other
O combination © Ccombination
O Antibiotic O Antibiotic
O other O other

© Previous LDHOM % Close Draft Delete Draft

Figure (2.0) Sample Information
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ooé@ooo:oapjzao?cz Administrative, Quality (Drug Substance) ,Quality (Drug

P .. of(e
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DRC Import / Application

DRC Application Form

A Please send sample to drug Section prior to applying DRC.

v Product v { v Company Information  « Sample Information  Upload Documents

Administrative  Quality (Drug Substance)  Quality (Drug Product)  Non-Clinical Data  Clinical Data

Letter of Authorization * B No Selected File Browse
For Import Products
License of pharmaceutical B No Selected File Browse

industries/ manufacturer license

Certificate of Pharmaceutical 2 No Selected File Browse
Product issued by the

competent authority in the ‘o
country of origin according to

the current WHO format *

GMP - Certificate of Good 2 No Selected File Browse

Manufacturing Practice (Country

of Origin) * (- 1]

GMP - GMP Certificate issued by © No Selected File Browse
PIC/S participating authority or a

copy of latest inspection report .°
and / or CAPA in English from

NRA received in the last 2 years

Listaict S ofhyer Eapioring & No Selected File Browse
Countries * ‘ °
Site master file of manufacturer 2 No Selected File Browse
(unless previously submitted

within the last 2 years)(country °°
specific) *

Product Information (package = No Selected File Browse
insert) *

i hereby declare that the information provided in this application is true and correct to the best of my knowledge.
D1 also pledge that I shall comply with rules, regulations, directives or orders issued in the pursuance of the
National Drug Law by the in relation to registration of drug.

© Previous % Close Draft Delete Draft

TSRS Y W Rl SOy JO8 S NS SOy 3
£ T [ g fave” e

Figure (2.1) Upload Documents
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DRC Import / Application

DRC Application Form

A Please send sample to drug Section prior to applying DRC.

v Product v v Company Information  « Sample v Upload Dt

Administrative  Quality (Drug Substance)  Quality (Drug Product)  Non-Clinical Data  Clinical Data

PIV1 Clinical Overview * @ No Selected File Browse

W Delete @ View

PIV2 Summary of 2  No Selected File Browse
Biopharmaceutic Studies and
Associated Analytical Methods * ’o

@ Delete @ View

PIV3 Summary of Clinical 2 No Selected File Browse
Pharmacology Studies °°

@ Delete ® View

PIV4 Summary of Clinical B No Selected File Browse

Efficacy *
00

W Delete @ View

PIVS Summary of Clinical Safety B No Selected File Browse

o Delete @ View

PIV6 Summary of Individual @ No Selected File Browse

Studies *
(- [¢]

1 Delete @ View

i hereby declare that the information provided in this application is true and correct to the best of my knowledge.
| also pledge that | shall comply with rules, regulations, directives or orders issued in the pursuance of the
National Drug Law by the in relation to regi: ion of drug.

© Previous X Close Draft | @@ Delete Draft

CC_CP e cfe o . ..r‘ %)
A yexeyme™y e ?

Figure (2.2) Complete DRC Import Application Form
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C o C
5.1 clev]slealevaloluly 5o (Payment) c030Q @c

C C ° ¢ ¢ ’] C C O C
ezl [ealezlevioatczatient ?c?mc?@@o?ooo Figure(2.2) ogc@ooozoa&gsacrgc: Pay

B356] gGaSopSiEtiam: socscondeanigrsiuns G5k
L1 N o] E o *greTere (G)l 1 & E

ig]

o,

CBG:%’)(YS Figure (2.3) 005 @ooosoaé:@cr%: 6geLIe]|qe

0C 9 M¢ <
, 3’DLL)C0('T.B CGOgﬂ@@

°Of)

@‘Dﬁ [~{o}; OOC qa&goeooco Assessment Fees , Lab Fees Banking Service Fees

3205 © ®e Q)GOSCIJJZLS]Q I
P $95 i

8860:69]032005 payment method 036q3 oSCj Pay 0380 007 656036 &co']oa Il
°gl||.@py ch)l"g”q Y 095 @

poeD - CB pay @5 eoseqjc{?’(ﬂm CB pay 320¢ ea:sj pay Button ms@oq&e@u

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drc Payment
Fee Amount
Assement Fee 300000 MMK
Banking Service Fee 600 MMK
Lab Foo 600000 MMK
m——— -
Total 1 900600 MMK |
1 1
1 1
CHOOSE A PAYMENT METHOD | S Vi

®© W= oI 2 W

Figure (2.3) Payment
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8o

C . C C oC C C c(e
GM Figure (2.4) ople [goooooa@ 320)Cs QR code 3208 eogo[écqepj B@[go
¢

©5:8 CB pay app 03€0l8o0pd QR scanmer (¢ 328301 code 332005¢)

L

co
Co T

cCGcOs6 g&ﬂo& CII
gevseqlq >

(={el~ 101~ 6633’)5@66]00 Payment Success @ogoo 5 message 3203 @5600 3 5
6°7° 6lIJL y 8 g ° oﬂ @

o,

Food and Drug Administration, Myanmar
Quality, Safety and Protection

P o 2.3 @usert -

Payment for DRC

298 seconds

Please scan with CB Pay!

Figure 2.4 Scan QR Code for Payment

330{73@{03 ?(\33’38%08&{]’)2093 @%mémé@epogé Submission Status Section

IL

s0Cq) Resubmit

On

o0 Incomplete Application Q];O)ogaoco: C\?SB(SSUUSO%@
C\? GO 6188(90)038"

egeo:equé Voucher 3203 o)érogsaogéz? eloocfﬁd]oo Figure (2.5)

o3

C C oC . . C o
c@oooooapjsfao?co Payment Receipt Link ©0230C §UISC d]oaguee Submit

(SC\(LS(TSGOJJ application 3203 @%mé @éﬁ(\%tﬂm In progress Application link

C C ocC C ("] C
OCGGPOO@ OJGI]&LuCGe[(:(](DO QD@II

-0

°On

C
0030
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Food and Drug Administration, Myanmar
J Quality, Safety and Protection

Drug / DRC Import

Drug Registration Certificate(Import)

&
Submission Downloadable Area

o New Application ,—a-eemmm-mmm- -—— ‘
o Renew Application € : o Receipt Download 1
o Amend Application ) 1 :
o Drafts @ : 1
!

e -,

@
Submission Status

o

Rejected Application ()

°

Auto Cancelled Application €

Incomplete Application

o

Application in Progress @

Payable Application

Figure (2.5) Download Certificate and Receipt

ofinaqiofdlig
Mlmstry of Health

qc~ 2.8

Fer g
Department of Food and Drug Administration

Drug DRC Receipt

Date : 27-09-2021

Application No. DRC-2021-000001
Company Name agaeg

Invoice No. 1632695181682708
Card Type CBPay
Assessment Fee 1000MMK

Banking Service Fee 600MMK

Total Amount 1200MMK

Total Amount(In Myanmar Word) odecondsdep

Figure (2.6) Payment Receipt Form
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o . . . O (0] C
5.2. clev] ploplepaiczak FDA E-Submission Drug Section o?oeogcl)g@cg
Submit @co&\ne:n) 323|030 QPL3IOS ) 8@5@0 332660m
ubmi |. L gll Q{P" ° g)‘?J ° [
cr) 06330)06 °O(3]00 Incomplete 326 @és stem@ogogoorsew(%@ C@og(ﬂ&) CII
] P9 p $YS System @ 0p00g Qo 2

User ?C\%saf)sllogqpm% @%mémé@epogé Incomplete Application link eJQOOQC)eogC

COBC C c@ C C@o SoosSlon Svst Q C
F009C3(YCR0COIC|YaEO |§o|g: (0 ) O empPagsolm System © 3CIPECQYPMD

Auto Reject | om:eé@é&wéu
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7. Old Renew Application
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8. Amend Application
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9. Drafts Application
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