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1. Payable Application For Annual Fee

Payable Application For Annual Fee 83200565 ©0500Eq§|00n:6000 G80:0kgp:
2R §6056(03re0:3E268(gd0lo0pSH

2. 0§dm0xC:030C6epnd(ges

mooanogend(gdoopy Payable Application For Annual Fee @20: Online
393?8@[6(&]’30800’3861% FDA @\ Online Service Portal oioéeqooqu]eéu o§53903833%
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(§€03.96p5 ([§6Cla0pSi aRjELo20pS Login Page o3¢ Account Registration (GjopSa05mm
@éagé:éeaao E-mail .?é Password 03(73 ecjcrgooésj Login @o:%ﬁd]u
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S@(T)(DGjGCRI’.)(T)G)OSOD(j) 0)§f®080 ?U)(BU)C(I)DS@CSGﬂO’]m FIgU re (l) OgC @(X)DSOD@

39(708 Reglstero% ﬂ (?U) $leple [§ (Yoe @lcx?oqtﬂegll

Ministry of Health

& User Manual Guide | & Contact
Don't have any account? Register
Validation check

Figure (1) Login Page
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3. =390 90390 E(gés
G(RI’.)(D(X)D&D? o>§o>ogc (_i;ooomceﬁssogm Figure (1.1) ogc @oooooa@ssor%
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Type G§61’3088 Company (Y%Gg_::ﬂcf)sj Company Registration No. (Dica No.)
opg@éogé@ Check o?g%&ﬂu

Q S @ S9598:005:5058 C Registration N 9. <
®§®(j) GCRP(D(I)DJ)T? @ogcooooooog ompany registration NoO. 3961 (TegCiDc?C

o

aocﬁo86§ewo aaqjcﬁsgmcf)qp: (Company Name, Company Registration Date)

020 Q(yo)(ﬁ " DCYSODOSGSO" QO Q@O%(;l:l) C"
&’pﬁ%"q ﬂ.ﬁl@ 8
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Applicant Information Form
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Select - Select

Appicant Name Applicant Email
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Agphest P .

Figure 1.1: Registration Page

o@%@ Account Validation Link 3322 G(Rpcrgooozoi?@éagé:ooozooé E-mail Address
33L° Gos(?geé@o%ej Figure (1.2) og&@ooosoaésao%&: Verify E-mail Address or%%((}mo
Account Activation @lcx?aq(ﬂeén

Dear Applicant,

Please click the button below to verify your email address.

Figure 1.2: Verify Email Address
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GCQJ’.)(TSOO%&R? Account Verification @[0?8@30700 o>§o°>eﬁ Login Page o%eepcrsﬁogo:

© °[§o°>j 0§D0ECINNETIZONTD 000N EDIM 0029236292025 E-mail Address &&
230§ O§OILOCEEPNIEFTIIRNMD QOIQOICOPMD COPYIYCRIRY G

o

Password 030029 Ej Login 03&00m0 0§0300¢&: oooce 308850']33 I
PORRIQC:g LOGIN M §OT204C3 PR3 o

64005305693 Login 0€aop) 324§05¢:03C One Time Password (OTP) Code 3202
330l E-mail o3 c0:epd(gdols) o OTP Code o3e§mego(gpdaglipomn osda0pc:
:)SOEG cOo¢C [y C '] c

3oSeqpad&epd(gocloopdi
4, Dashboard
Dashboard o3eepadalon Figure (1.3) 03¢ e0d(Gaont0pdaacdts cogpadcon:dE 20pd
Service Type q23 (Food, Drug, Cosmetics, Medical Device)3a2: @Ecogoqeé @036] :Déll
B 06s0¢ Drug 0383¢) Drug Dashboard a3o&eqpadealepSi

Food and Drug Administration, Myanmar
Quality, Safety and Protection

“ =) o 2 13 @User ~

User Dashboard

]

Medical Device

Figure 1.3: User Dashboard

o%eﬁsoog Figure (1.4) 085 @003:33[3_5390%3: Drug Dashboard cr%@cc:eogoqeé @56} DRC
ocQ . . .r [y c o¢
(Import) saoo§oej Drug Registration Certificate 320305 Annual Fee 322:60:03C:&CORO

G8SaopSn

lel
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug Dashboard

@
DIAC DRC (Import)

2
One Time Importation

Figure 1.4: Drug Dashboard

5. Annual Fee (e-Certificate) 330305 Application Form [gp3og&sgc:

Annual Fee (e-Certificate) 00@c e-Submission System © Approve §oo2:e200 DRC

Certificate qp:aaogo% §5®ée@:eo:38€:q@[3_§e§qo @ocxﬂoop_gn Annual Fee (e-
Certificate) 390805 Application Form @éagéeﬁ Figure (1.5) ogé@ooozoopésac%é:

Annual Fee (e—Certificate)aao:%f)d]u

9 &

Submission Downloadable Area

°

New Application

°

Certificate Download )

°

Renewal Application(manual-Certificate)

Drafts g3

°

Register for Preview Download g

°
°

Receipt Download (g

4 @
Submission Status Payable Application Eat Annual Fee

Rejected Application g Annual Fee (e-Certificate) g

o
°

o

Auto Cancelled Application g}

°

Annual Fee (manual-Certificate) EE)

°
°

ncomplete Application (g Incomplete Applications (g

°

Application in Progress [ o Imported Sample
Payable Application (@)

o

Figure 1.5: Drug Dashboard
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Annual Fee (e-Certificate) @9:%50%086]00 Figure (1.6) ogé@ooozoop_f) :390%5: DRC

Certificate No, DIAC Certificate, Brand Name, Issue Date, Expire Date, Paid for year,

Action U%&OEGOOD @ooo:d]gcia)é 0)'.)&{]0%?’.)(8@%) @qué @o%cﬂ:nén
Lo S r ol

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drc Annual Fee(e-Certificate)

3
No. Issue Date Expire Date Paid for Year Action
1 E 5 REXULT! IMG 13-12-2022 12-12-2027 2024 m
view
2 27126806002 TRAJENTA DUO 06122022 08122027 2024
@vew
oo fasoal
3 e REXULTI 4G 1312202 1212207 2024 RO oo
4 810E Ortando Johnston 09102023 08102028 2024 P o o |

Figure(1.6) DRC Annual Fee(e-Certificate)
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C C 00 C (o] C o OC
ecwomooo:oisac;.ﬂgc B6GOYPON00CVEIIFE0O02300  (Brand  Name)  322:

Q (o] C O C C < < < < o < C
gpcgc\)d]m oosra@oooo O (Brand Name) §¢ 00520056200 323|030 @Qogc:sj
Fig(1.7) ogc [§ooo°oo§ 0938 Search orcg> %8[§:ﬂoeg%§eé[§5cﬂmén

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

Drc Annual Fee(e-Certificate)

T ]

No. DRC Issue Date Expire Date Paid for Year Action

1 E REXULTI IMG 13122022 12-12-2027 2024 -

PR o i o-x

2 27126806002 TRAJENTA DUO 06122022 05122027 2024 S
Zscaimois e

3 e REXULTI MG 13122022 12122027 2024 o

4 e Ortando Johnston 09-10-2023 08-10-2028 2024 PO oo |

Figure 1.7 : DRC Annual Fee(e-certificate)

Q0 c C C o OC C C c
ee@pjogcsooozeoao 3200005300 (Brand Name) &¢ 005 oaoooap_g 326208

o _¢
(v]ep)
o _¢
(H]ep)

C C o Q O ‘] . N C ocC - 00C
323|0P3COMQPPE0Y 20V0lo Fig(1.8) ogc@ooo:oa@sso?c: View 03§0§) 32620¢

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drc Annual Fee(e-Certificate)

No. Issue Date Expire Date Paid for Year Action
L € 5 REXULTI 1MG 13122022 12122027 2024 =3
over [0
2 27126406002 TRAJENTA DUO 06-122022 05122027 2024 e
oo e
3 € REXULTI 4MG 13122022 12122027 2024 PO oo |
4 810E Ortando Johnston 09-10-2023 08102028 2024 PR o - o

Fig(1.8) : DRC Annual Fee (e-Certificate)
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Tl
as,

s@qés@mcﬁeﬂoztﬁ @%mé@ Cogé@éao&\c?’o']m Fig(1.9)085 ewg@ooo:oapé
390938: Fill Data cf‘é.%f)@ [98905@@33883%8&03&5"

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

Drc Annual Fee(e-Certificate)

No. DRC Cetificate No. DIAC Cetnicate No. Brand Name Issue Date Expire Date Paid for Year Action

1 REXULTI IMG 13122022 12:12:2027 2024

TRAXNTADUO cer22002 122007 2024 P oo |
2546100046

REXULTI 4MG 13-12-2022 12-12-2027 2024 m
® View

Oriando Johnston 09-10-2023 08-10-2028 2024 m
®View

Figure (1.9) : DRC Annual Fee(e-Certificate)

Fill Data o3 &8cd05clon Fig(1.10) op&(goonianpdaeodls sagjodamcundqpaaen:
@péogézqeé o>3q|(73§oo§ Gogo[ééqepé @édbapéu (") @ooozoaéf Gc.?qupzogé easﬂog
sgcocﬁqucf? e@éee@@éogé:q(ﬂeéu mq(ﬁ@m(ﬁqo:(ﬁ @ané[?gég(ﬁ@:&m Save
o@%éqd]@p_sn anr%@[sﬁe’aqlcﬁ?o File qp:or% oop_@ogé:oa@fs@ﬂ PDF file qp:o%oao
ooéog&q@é@&ﬂwéu
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DRC / List/Annual Fes(E Certificate)

Applicant Name *

Applicant Address

Name of Product *

Name of Manufacturer *

Address of Manufacturer =

Dosage Form*

Presentation *

Therapeutic Class *

Strength & Composition *

Storage Condition *

Shelf Life (Enter number of months) *

Sales Category *

DIAC Cerificate No.

DIAC Certificate Attachement

DRC Certificate No. *

DRC Issue Date *

DRC Expire Date *

DRC Amendment File

Packaging Design(Primary & Secondary

Packaging)

Product Information(Package Insert) *

Sample Artwork *

Annual Fee(E Certificate)

Cameron Quinn

Non modi quia exerci

Dale Stokes
Kaden Cruz

Voluptas voluptatibu

Tablet, Vaginal

Quos sed voluptatum

DIAGNOSTIC AGENTS

Minima tenetur volup

® Slore below ) Store between
66 ‘c v
443

Prescription Only Medicine

[& | No Selected File

801R2611EADB01T7
2024-05-14
2027-05-13

[ | No Selected File

[ | No Selected File

[ | No Selected File

& | No Selected File

[ Save
sqebecons [§Ea(dadgrb(ichE “Save” [Glopbilu

Click save after you make changes or fill out.

Browse

Browse

Browse

Browse

Browse

B & @

Fig(1.10): DRC Annual Fee (e-Certificate)
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@qmssmmeﬂ:roo @@ogc ej save QO 58:9033 Fig(1.11) ogéeo%@ooo:oaés@o%é:

Pay Button Gonoeé@fxﬂoaéu

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

ZAWMYOLIN ~

Drug / DRC / List/Annual Fee(E Cerlificate)

Applicant Name *

Applicant Address *

Name of Product

Name of Manufacturer *

Address of Manufacturer =

Dosage Form *

Presemation *

Therapeutic Class *

Strength & Composition *

Storage Condition

Shelf Life (Enter number of months)

Sales Category *

DIAC Certificate No.

DIAC Certificate Attachement

DRC Certificate No

DRC Issue Date *

DRC Expire Date

DRC Amendment File

Packaging Design(Primary & Secendary

Packaging) *

Product Information(Package Insert) *

Sample Artwork *

== o ~ 2@ & GE

Cameron Quinn

fdertidnb

vidird

gvftycadt

jbrhjchx

avsov

fvdv

vsds

® Store below

66

dstvsvsdvsvsd

[  No Selected File

@ Delete @ View

801R2611EADB017

2024-05-14

2027-05-13

(@ | No Selected File

o Delete @ View

(@ | No Selected File

@ Delete @ View

[ | No Selected File

@ Delete @ View

[ | No Selected File

@ Delete @ View

Annual Fee(E Certificate)

Tablet, Vaginal

) Store between

c ~

Highly Controlied Medicine

Browse

Browse

Browse

Browse

Browse

nsme

PyeSmcond (EoiGigedrdis save" g S

Click save after you make changes of fill out.

©f 21ME @ 300

Fig(1.11 ): Product information
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O OC O _¢ . N N c o oc
Pay Button o8 .?oogoocﬂoo F|g(1.12)ogc Goo@oooeooasao? 6GG036]|8CE0D
§é:§§mc>3 Annual Fee :390808 cq%oqlo)eciog o?oeecﬂézoﬁi e@%@ooosoa@ o>:>eﬂc73§ocﬁ3

503389008 [G8SloopS

1217

@ ZAW MYO LIN ~

DRC Annual Fee Payment

Fee Amount
Annual Fees 300000 MMK
Banking Service Fees 600 MMK
Total 300600 MMK

CHOOSE A PAYMENT METHOD

® v = & ;|

Fig(1.12): DRC Annual Fee Payment

Ggeozeqﬁﬁsé:méquzoc\)? @lcrg@%oacﬁepcr% % ﬁ Pay Button oo c}oo']n R0e2-CB Pay
@8 eozeqlc\%orloo CB Pay sao:eazﬁ Pay Button 3228 $6q<ﬂ@én

21

T @ZAWMYO LN -

DRC Annual Fee Payment

Fee Amount
Annual Fees 300000 MMK
Banking Service Fees 600 MMK
Total 300600 MMK

CHOOSE A PAYMENT METHOD

® V= o

Fig(1.13) :DRC Annual Fee Payment
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[e) o] [o]

ooe@ooo Fig(1.14) ogc@oo:roagsgooo QR code 322860, @cq@@@@[g 00 ﬂ CB
Pay App ogcd]ﬂoop_g QR Scanner@g 399901 code sgozwoosj egeo:eq@ccﬂmp_an

Payment for DRC Annual Fee

236 seconds

OO
ik

Please scan with CB Pay!

Fig(1.14): Payment for DRC Annual Fee

Ggeozeqlgemoé@édlm Fig(1.15) ogée@%@ooo:oaé:rao% ¢ Payment Success

< < C NS <
@0)03@ message 320: GO&@CG].GQ@(DZDQII

Successful payment Annual Fee For Drc Certificate No:
3R2611EA06015

Fig(1.15): Payment Success
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cgeozezﬂooloé Voucher 332¢ ®§o°>3903539 qo%\%oqoo Fig(l.lG)ogé @ooo:oa@fs@o%é:

Receipt Download ?ooaocf: qoi‘%&ﬂa)p_su

o

°

°

°

°

°

o

°

It's time to pay your annual fee for Drug DRC

Certificates:R2312A6369

&

Submission

New Application

Application(manual-Certificate)

=
Submission Status
Rejected Application g
Auto Cancelled Application )
Incomplete Application g
Application in Progress [

Payable Application )

°

°

°

°

°

°

°

£3

Downloadable Area

Cerlificate Download g
Register for Preview Download B}

Receipt Download €3

&
Payable Application For Annual Fee

Annual Fee (e-Certificate) )
Annual Fee (manual-Certificate) E5)
Incomplete Applications g

Imported Sample @)

Fig(1.16) Drug Registration Certificate(Import)
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6. Annual Fee (manual-Certificate) 330305 Application Form
cogpodcons(gés
Annual Fee (manual-Certificate) wé e-Submission system ¢ Approve qﬁolooo:c;oao
DIAC .ﬁcf:zﬁo%aoorcjooo:c;ooo DRC No. g)o:322: Annual fee Gozogésqeéeg?qo@o%wéu

Annual Fee (manual-Certificate) saogorc) G%odgooosogoaé Figure (2.1) 085 @ooo:

< QO 0C

20 sgor%cc: Annual Fee (manual-Certificate) c)??oqcﬂepjn

t's time to pay your annual fee for Drug DRC

< &
Submission Downloadable Area

o New Application

¢ Renewal Application(manual-Certificate)

o Drafts @

=
Submission Status
o Rejected Application g
o Auto Cancelled Application (g
o Incomplete Application g
o Application in Progress ([

o Payable Application [f)

¢ Certificate Download €3
o Register for Preview Download )

= Receipt Download 3

@
Payable Application For Annual Fee
o Annual Fee (e-Cerlificate) [

o Annual Fee (manual-Certificale) EZ)
¢ Incomplete Applications [}

o Imported Sample @

Figure(2.1) Drug Dashboard

Annual Fee (manual-Certificate) cr%%éa%ogﬁé Figure (2.2) 088 eo%@oo:):oog_fi

C

C (o] C < C < C Q C < C o .
®OQ|(D§O(T? GU&@CQGQ @0)(3]33[’3_3'" ODO)QI](_? system 3908083% OCGGTD(YDCDDS@CS Gﬂ()']()') Fig

C

(2.2) e .S 3555 35038s N 00¢ Q .Q §958:28 Jla9a8
. UgC G@D@CD’LOD@S’BO)Co ew (Tet?(.)éj SQQI(YDS’BC\D(DQID.,(XL) oogog&@co OD&II

L
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% %)\ Food and Drug Administration, Myanmar
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Annual Fee (manual-Certificate)

-M/

DRC Cetinicate No. DIAC Cetinicate No. Brand Name DRC Issue Date. DRC Expire Date Paid for Year Action

2411EAD002S 1R2506E10032 @ vew

2810EAD0B4T 1RZSOEEIN032 e

2610EAD0G50 1RZSOGEIN032 m
® v

R2609AA1249 1R2506E10032 ®view m

207AAITS2 1RZS0GERO: a2 ==
@ view

Fig(2.2):Annual Fee(manual-Certificate)

New 093 $5d]m Fig (2.3) §§: Fig (2.4) ogé@ooozooésgo%& so;qcﬁs@m(ﬁqo:
@@fog&q% @[0?80033339_5 ooqlcrs?ocfg c;ogo@f:qeé @&ﬂwéu (*) [gooozoop_;i

C (o]

e§q9q|33038 :raqlm:ram(ﬁqu(ﬁi e@o%eeq, @p_if)ogésq(ﬂeéu sraqltﬁsgmcﬁqu@ &aoé
@@fg(ﬁ@scﬂm Save cr%%&qd]ep_gu ooo%@tq‘%sfaqcﬁgn File qp:o?g ooéog&a)és@eﬂ PDF file
eﬂozo?goo:) oogfog&qeé@o%boéu

Drug / DRC / List/Annual Fee(Manual Certificate)

Annual Fee(Manual Certificate)

Applicant Name *

Applicant Address *

Name of Preduct *
Name of Manufacturer *

Address of Manufacturer * Manufacturer Address

Dosage Form Please Select
Presentation *

Therapeutic Class

Strength & Composition *

Fig(2.3): Annual Fee (Manual Certificate)
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DIAC Cerificate Attachement B | No Selected File Browse
DRC Cerificate No. *

DRG Cerfificate Attachement * B | No Selected File Browse
DRC Issue Date 00.00-0000

DRC Expire Date 00-00-0000

Packaging Design(Primary & Secondary B | No Selected File Browse
Paciaging)* (-1}
Product Information(Package Insert) B | No Selected File Browse

B Save

saggobeacard GolESgrdfcdt - saver Giepéh

Click save after you make changes or fill out.

Fig(2.4): Annual Fee (Manual Certificate)

C C o c C Co . C C C ocC
329|093 @@ogc:ej save 0Q00:000 Fig(2.5) ogC c;cso@ooo:oop_g 320)Cs

Pay Button eoTcooeé@g)(ﬂooéu

DRC Issue Date *

DRC Expire Date *

Packaging Design(Primary &
Secondary Packaging) *

Product Information(Package
Insert) *

o Delete @ View

2023-12-06

2024-01-08

B No Selected File

W Delete @ View

B No Selected File

O Delete @ View

Browse

Browse

msurrgz::\:ng Bgaéﬁégrr;@:a%éz "Save" Elc\i&ﬂu
Fig(2.5): Product Information
Pay Button (38%8(\)000709 Fig(2.6) ogcci ew%@ooo:ooés@o% Ggewcql&ccooo
C C N o _¢ c O
ﬁ.g:mez?goooro) Annual Fee 32000 0$03|06)0> o)oPG(ﬂczo? GOD@OODS:D@ moqloo.?oo?
C C C C
csog@cqepg @o)o'bogu
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DRC Annual Fee Payment

Fee Amount
Annual Fees 300000 MMK
Banking Service Fees 600 MMK
Total 300600 MMK

CHOOSE A PAYMENT METHOD

® V = & ;|

Fig(2.6):DRC Annual Fee Payment

egeo:qu@é:mé:q‘a:o&? @[08?0%330861’3(73 %5@ Pay Button or% %50% R0e2-CB
Pay @5 eo:eaﬂcf’?o%o CB Pay aaoseg_:ej Pay Button saozgﬁqd]eéu

DRC Annual Fee Payment

Fee Amount

Annual Fees 300000 MMK
Banking Service Fees 600 MMK
Total 300600 MMK

CHOOSE A PAYMENT METHOD

®© V= oz

Fig(2.7): DRC Annual Fee Payment

o <,

ooc;@ooo Fig (2.8) orgc@ooyoogsgooc QR code 322360, @cq@e@@ CB Pay

L
<

App ogco']ﬂoog QR Scanner @g :araa?d] code :rao:ooosj chozeql§cdlwgll
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Payment for DRC Annual Fee

236 seconds

ni
T

Please scan with CB Pay!

Fig(2.8):Payment for DRC Annual Fee

cgeoieg|eeanc(geolon Fig(2.9) o3¢ ewd(gaontopdaso3ss Payment Success(gdaopd
message 322603 [§EqepS[gda0pdI

Successful payment Annual Fee For Drc Certificate No:
3R2611EA06015

Fig(2.9): Payment Success

sgqlcﬁsscocﬁqp:@é@: egogé:[fjsd]m Fig(2.10)ogc°: eo%@ooo:oopé@wo:ogé
@9_5088:@8 @o%]eéu @9_5388:@::@333 8839?05059853938 eﬂoegc\%cﬂm Fig(2.10)og€
G@%@ooozaaé: 390%8: DRC Certificate No., DIAC Certificate No., Brand Name, DRC Issue Date,

DRC Expire Date sgoﬁooéo%g? @qcﬁ@mcﬁméq?cﬁgéogézﬁ ﬂoeg%é‘:dboéu

L
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

& - g s iy

Annual Fee (manual-Certificate)

-] -]

No. DRC Expire Date Paid for Year Action

1 2411EA00025 1R2506€10032 Elaine Ray 11:12.2023 20-12.2023 2023 P

@pay

2 2610EA00649 1R2506E10032 ®view

3 2610400650 1R2506E10032 [ 07up |
ever  [CREES

4 R2609AA1249 1R2506E10032 -
- View © Fill Daea

Fig(2.10):Annual Fee (manual-Certificate)

Annual Fee(manual-Certificate)sé  cogpodcon:cdopgpoopd  System  spop&end
d(03Soleqpadangmdamcondogd8iolon  Fig(2.11)03¢  ewd(goonoopd  @203¢:  DRC
Certificate No., DIAC Certificate No., Brand Name, DRC Issue Date, DRC Expire Date
20§00p5036 35|05300050069903(§0399Ezq) 8836050385302 gpeydEaloopdi

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Annual Fee (manual-Certificate)

No. DRC Expire Date Paid for Year Action

1 2411EAD0025 1R2506E0032 Elaine Ray 11-12-2023 20-12-2023 2023 ovew
@Pay

2 2610EA00649 1R2506E10032 ®view

3 2610EA00650 1R2506E10032 - View © Fill D

4 R2609AA1249 1R2506E10032 ®View

Fig(2.11):Annual Fee(manual-Certificate)
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C C <
OU)OD('DOOQ 32620:

o

Q0 < C C o OC
GG@ OgCS(I)’JZGOD’J 39(?(7)(7)&30‘?

o

o
©o
3s
)

2
3n
)
o
3s

3o

:ﬁc{)?o']m Fig(2.12)038 @oo:)sa)p_:)sfao% View cr%%éej 3620:805 oﬁ%&ﬂwéu

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

Annual Fee (manual-Certificate)

cmE
No. DRC Cetificate No. DIAC Cetificate No. Brand Name. DRC lssue Date DRC Expire Date Paid for Year \ Action
1 2411EA00025 1R2506E10032 Elaine Ray 11122023 20122023 2023 [ 0 a0 |
o view
2 26108400649 1R2506E10032 PO o -
3 2610EA00650 1R2S06EI032 [ 0ruou |
®vew
R2600AA1249 1RZS06EI0032 R

Fig(2.12): Annual Fee(manual-Certificate)
View Button c)r% %503050100 Fig(2.13) ogée@%@ooo:aa@faac%éz ecRporSooozaﬁeﬁ
oc o _¢ C C C < C Q
:399ooooeoo§c:>a ac?ceoao saeoozomssqlmssmmqud]ocoopj 2Q|OD§OM
eogo[gcq@@ @oxﬂoop_gu ooo>oq|oo§oef @%ogoﬁo%o]oo Fig(2.13)og<°:eo§[§ooo:oap_§3;o%§:

Back button o@%&ﬂu
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Food and Drug Administration, Myanmar

/ Quality, Safety and Protection

Drug  DRC / Show Application

Certificate Information
DRC Cerlificate No.

DRC Issue Date

DRC Expiry Date

DIAC Cerificate No

Product Information
Applicant Name

Applicant Address

Brand Name

Dosage_form
Presentation

Therapeutic Category
Strengith and Campasition
Storage Condition

Shel Life

Sales Category

Upload Document

No.

1

2

3

2411EA00025
2023-12-11
202312:20
1R2506E10032

Roary Garcla
Sunt neque excepturi
Elaine Ray

Nora Galloway
Molestae aut quaera
Paich

Necessitatious lempo
Est vero quisquam no
Autem proident fugi
93

731 Months

Limited Controlled Medicine

File Name

DRC Centificate Aiachement

Packaging Design(Primary & Secondary Packaging)

Product Information{Package Insert)

/

Fig(2.13): Annual Fee(manual-Certificate)Detail

@%mé@éagé@éaoéo%d]m Fig(2.14) 035 G@S@oo:):oaé

C

39093 Fill Data oo?o[g @caoc@@ogc: L<°: ']:Déu

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

Annual Fee (manual-Certificate)
o Brar
No. DRC Expire Date Paid for Ye
1 2411EA00025 1R2506E10032 Elaine Ray 11122023 20-12-2023 2023
2 2610EA00649 1R2506EX0032
3 2610400650 1R2506E10032
4 R2600AA1249 1R2S06EN0032

Fig(2.14): Annual Fee(manual-Certificate) Detail

FDA e-Submission System | Application User Guide for Applicants
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7. Incomplete Applications
Submit @[Q?E)C\D’JGODD CIBQI(TC)CQC\D(VS({PSG’BDS 8’3@? 80)0%@8 0%396633’3

< Q Q '] Q 0 Cco ¢ Q.. SMme '] <
32Q|(P3ICONM0Q|2:§)0I0 Incomplete CQG@@CO: System @ OPMO{VECOQE RO @00 00l

User ¢ c\%saﬁqtﬁqucﬁ @%mémé@spogé Figure (3.1) ogé@ooozooé:ego%é:

L

Incomplete Application Link e_laooogaoé @anémé[gqeé@o%baéu

a@a%oT Incomplete :neq@cf: c;o:?@,ooo:ewo C\%saéqlﬁqossao: User e () cus@ogf::

[Qf:aoéooé@qeé@o%@: (o) co chgaga%(ﬂm System © sgcﬁsgecqp(ﬁ Auto Cancel
C ¢ C c
[Q[Q?oogoze@@cn&oop_au

%\ Food and Drug Administration, Myanmar
/) Quality, safety and Protection

Drug Registration Certificate(import)

Figure 3.1: Incomplete Applications

. C C oOC 00 Q c C C C 000
Figure(3.2) ogc@ooo:oap_o:mo?c: Il el=({evlovlob) product .?coooooooﬁ 0q)&C qc?
Application Form 332¢ Application No., Name of Drug, Date of Application, Issued Date

Expired Date ooa@ sarﬂmsac\)mqp:crg eﬁooﬁsgo @p_gogczea:qlw[gz Search Button O’%%\()Gj

ﬂ’)%é(ﬂ&)éll
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R\ Food and Drug Administration, Myanmar
N Quality, Safety and Protection

Drug / DRE 1 Incomplete Applications

Incomplete Applications

A | Hew Aplicaion H Amendmen Application || Renewal Appliaiion

Applcation N, Nane of Brug Datc of Appication ssucd Bate
N :

No. Application No DRC Cefificals No.  DIAC Cefificate No. Brand Name. Incomplete Date

1 AF-2023.000004 2307423752 1R2506EIN032 Deacon Rolis 22422023

2 AF-2023.000008 R240140501 1R2506EIN032 Quyn Sparks 26:12-2023

Figure(3.2): Incomplete Applications

Question mark (3 Button o@%&j Figure( 33)ogc Gm@oo:).,oop_osgo%f:: Incomplete
Reason message boxog?: qlcﬁsgmcﬁqudg @@@g’) @mﬂéco']e@u

Incomplete Reason!

Please attach document correctly!

Figure(3.3): Incomplete Reason

Figure (3.4) ogc"f[{.‘]ooo° ésra LE: G(Rpcﬁooosa?) Annual Application Form or°g List

336%@0 @0608 @&@@ﬁ mO‘SC\)OS 66@3 (\%(S]CD Resume O%?O(S]II
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Drug / DRC / Incomplete Applications

Incomplete Applications

w Application

z
)

Amendment Application H Renewal Application
Procedure Type Generic Name Date of Application Issued Date
Expired Date

a3

Application DRC DIAC Incomplete

No. " . Brand Name Reason Action
Neo Cetificate No.  Cetificate No. Date
1 AF-2023- Hic odio 2611E10085 Palmer Onell 12-12-2023 o ogwme/
000007 eiusmod ius
@ View

Figure (3.4): Incomplete Applications

Resume Button @Dz%’\@sj Figure(3.5)og§ @wozwésgo%é: sgqlcﬁsgmcf)qucﬁ

@é@go@%@éeo:q% C\%saccxﬂoaéu @é@d]oo Save Button <73 géeo:q&eéu

Drug / DRC / List / Annual Fee(Manual Certificate)

Annual Fee(Manual Certificate)

Applicant Name = Wanda Moses

Applicant Address ~ Earum mollit quis cu

Mame of Product - Palmer Gnell

Name of Manufacturer Cassiny Boyer

Address of Manufacturer * Sit beatae quis eum

Dosage Form Suspension, Ophthalmic

Fresentation Eos eague id labore

Storage Condition @ Store below O Store between
36 - -
Shelf Life (Enter number o 570

manths) *

Sales Category Highly Controlled Medicine -

DIAC Certificate No 2611E10085

DRE Gernncate No Hic odio eiusmod ius

DRC Issue Date 20181227

DRC Expire Date 2023-12.28

Save © Complete

5 (O Esoi(@as oS [Gals: » I R
al -4 ez gmlyrege: "save” |y =y

Figure(3.5): Resume Button

FDA e-Submission System | Application User Guide for Applicants
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View Button :399:%8@ Figu re(3.6)og§
o _¢ coc¢ c
32620000 @lojc?cd]oog||
Drug / DRC / Show Application

Certificate Information

[gooosoopdae03E:

DRC Certificate No
DRC Issue Date
DRC Expiry Date
DIAC Certificate No.

Product Information
Applicant Name
Applicant Address

Brand Name
Manufacturer Name
Manufacturer Address
Dosage_form
Presentation

Therapeutic Category
Strength and Compesition
Storage Condition

Shelf Life

Hic odio eiusmod ius
2018-12-27
2023-12-28
2611E10085

Wanda Moses

Earum mollit quis cu
Palmer Oneil

Cassidy Boyer

Sit beatae quis eum
Suspension, Ophthalmic
Eos eaque id labore
Utid velit dolorum

Sequi ut eiusmod rer

36

970 Months

Application Form 3222

Figure(3.6): View Detail

FDA e-Submission System | Application User Guide for Applicants
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8. Imported Sample

Annual Fee (J)§5eo:ogéz[§: (Q)§o°>c[§ocﬁeqocﬁcﬂm Sample Go:§q§c§@8wé DRC

Certificate 320: System o :raq%s'ac;oﬂo(f) Notification Goz(céep_g@og(ﬂooéu Sample 335%ch§

Figure(4.1)og§[§ooosooefs@orc§5: Imported Sample cﬁ%&q&eéu

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

Figure(4.1)

L

Figure(4.2)og§[§oo:>:a>éf3308§: 88ﬂoegoc.§ooé Imported Sample §6003w<736j
ogé’lc%&ﬁ Application Form 3223 DRC Certificate No, Brand Name, DRC Issue Date, DRC Expire
Date o>:>op_§ saqlogsacocﬁqmo% §$m§>go[§p§3883[§: Search Button cr%%ésj ﬂoc%gzdbap_gn

Imported Sample

DRC Certificate No DIAC Certificate No Brand Name DRC Issue Date

DRC Expire Date

. DRC Issue DRC Expire
No. DRC Cetificate No. Brand Name Action
Date Date
1. 2611EA06016 Breanna Mullen 2023-11-16 2026-11-15
L
2. 2R2611EAQ6018 khuu 2023-11-08 2026-11-07 e T

3 3R2611EA06015 Allistair Dotson 2023-11-29 2026-11-28
@ View Add Sample

Figure(4.2): Imported Sample
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View Button saozg(c)sj Figure(4.3) ogcc:[gooozoapésao%cc:: Application Form 3a2¢

L
56201805338 aogS

Food and Drug Administration, Myanmar
Quality, Safety and Protection

Drug / DRC / Show Application

Certificate Information

DRC Centficate No
DRC Issue Date
DRC Expiry Date
DIAC Certficate No.

Sample Information
Sample Quantities
Sample Sent date
Sample Receipt No
Sample Baich No
Storage Condition
Manufacturing date
Expire date

No.

1

FDA e-Submission System | Application User Guide for Applicants

Dolor quia cormupti
2023-11-14
2028-11-29
2611E10085

66

12-04-2003

539

Ipsa deserunt solut
24
December-2023
December-2024

File Name

Sample Receipt Form

Figure(4.3): View Detail

Action

29



"f-’ SECURE LINK

IT SYSTEM AND TECHNOLOGY SERVICES PROVIDER

883@8(@3339_5 Sample Certificate :390305 Add Sample Button 3932%6@ Figure(4.4)
C c ocC C co¢ c
ogc@ooosao@:{ao?c: Sample c;o']c:oogc?co']:n@u

Imported Sample

Sample 1
Sample Quantities Unit
Sample Batch No *

Manuracturing Date * 00-0000

Expiry Date 00-0000

sample Reception Number *

Sample Recelpt Date * 00-00-0000

Presentation *
Sample Receipt Form © Bl No Selected File Browse

Sample Artwork * B No Selected File Browse

Photo(s) of Primary Packaging * B No Selected File Browse
Photo(s) of Secondary Packaging B No Selected File -
Certificate of Analysis (COA) * B No Selected File Browse
Lab Fees: * Please choose carefully the type of dosage form for laboratory fees payment |
© oral Form O Injectioniinfusion Form © Other Dosage Form
O single O Antibiotic O single
© Antibiotic © single © Combination
L Other 0 combination
© Combination O Other
0 Antibiotic 2 single
L Other (9 Combination
wyrincons [iniFafgrsBicts "save” Bogbilu

Click save after you make changes of fill out

Figure(4.4): Add Sample

e ¢ C C [o] C
6200300603960 CEPORC System §) Category &¢ Dosage form

Q Qo _¢ . . c O < < C "I <
U?GODQJ’JO)O)O)Sj dlgltal payment @gmq9§m§goeozogc:qo G[’.)_D'II

FDA e-Submission System | Application User Guide for Applicants
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9. Renewal Application (Manual-Certificate)

Gcglocﬁooozo%a)é ws¢  Manual @E ?ogéméqé’looozcooo DRC 308

To N o

2009006:036C0P050022c30l0n  Figure(5.1) <°:[§oo:>°:>3 305¢:  Renewal Application
o L° CRI o L g . % o 5 L -] pp

(manual-Certificate) o%%f)qep_s @56]a>éu

L
o 1S UM [0 paY your annual fee 1o brug DRC
Certificates:R2312A6368
o &
Submission Downloadable Area
o New Application / o Certificate Download €
» Renewal Application(manual-Certifica4 o+ Register for Preview Download &)
o Drafts @ » Receipt Download @
= =
Submission Status Payable Application For Annual Fee
= Rejected Application g s Annual Fee (e-Certificate) @)
s Auto Cancelled Application ) s Annual Fee (manual-Certificate) €5
= Incomplete Application gJ s Incomplete Applications g
o Application in Progress ggJ o Imported Sample @

= Payable Application

Figure(5.1): Renewal Application Home Page

lel

Figure(5.2)og§[§ooo::>aésao§8: 886(&]’30’%00933 saeﬁ[:aamz (Type of Procedure)

(73688%]0561@@@0%(5]33@"

o

74 %) Food and Drug Administration, Myanmar
-/ Quality, Safety and Protection

DRC Import Application Form

Figure (5.2) Type of Procedure
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Figure (5.3) ogé@ooozooésgo% Ce saqmssmmeﬂ:roo @@ogo@p_aogc qd]
eéu Renewal Registration G(Rp(f)ooosqoogc Certificate Expiry e@oe )oo 39(09

L
Q0 C

202 GCRP(TS(I)’J?%(EQ(S]G&CII 39?_](7339(\)(75&{'33@850882[§Sdm Save Button (Tg?()
qcﬂeéu

Food and Drug Administration, Myanmar
Quality, Safety and Protection

DRC Application Farm

= e T T

Figure(5.3): Product Information
Figure(5.4)og§[§oo:>::>aésgo§8: @qcﬁ@mcﬁqpm‘% @é@go@éogé:eo:q&@éu
39|00FT>OD '3°[§ °[§°c§]oo Save Button 03&c0sgeSI
]l PG G? u PROCOE 00

™\ Food and Drug Administration, Myanmar
i / Quality, Safety and Protection

DRE Application Form

FDA e-Submission System | Application User Guide for Applicants 32
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Figure(5.4): Ingredients Information
Figure(5.5)og§ @mo:ooésgo%& scmocﬁooo:oaeﬁ company§<f: 00900560
33]05300gP0d (pdgo(gpdeutaepdi sagdsacondgp: (gpg(Giilon Save Button o3
8Sc0zqepdi

S

DRC Application Form

Local Applicant Company

Figure(5.5): Company Information
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C

. C C [o XY C (o] Co c C c
Flgure(5.6)ogc@ooosijsgo?cz 329|093 @&)ogo @p;)ogczeosqegu

00C

S’BQ_I(TQ)S’BCD(TSQPS @éogé:@:cﬂm Save Button (D?OGOZG]_@@II GCRI’J(D(X)’JJ)DOD& Sample

Information 035 Lab fee eeo:eaooéqcoa:&m unpaid (Qea:e‘j@@qcﬂep_au

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

DRC Application Form

A Flease send sample (o drug Section prior to applying DRG

«~ Product ~ ing - o sample
Lab Fee Status O Pald O Unpakd
Sample 1

sample Quantities *

sample Baten No

Manufacturing Date

Expiry Date

Sample Reception Number *

Sample Receipt Date

Storage Conanion - ® storepeiow O Store petwaen
Sample Receipt Form B | No Selectea File Browse
sample Artwork B | No selected File Browse
Phota(s) of Brimary Fackaging B o sctocied Fie J—
Photo(s) of Secondary Packaging B | No selectea Fie Browse
Gertificate of Analysis (COA) [P —
Sample Characteristics
Lab Fees — ,
© orai Farm © Injeationiinfusion Farm © Othar Dazage Farm
© single S Antibiotic
© antoiotic © sinawe
Gombinatio other
© otner © compination
- R - [ o]
myebmeons [[wsGalgrs[G:cgs: “saver Bregsdn

Figure(5.6): Sample Information

Sample 39&?@ Lab Fee Gozog&@:(ﬂoo Figure(5.7) ogé[gooo:oaésgor%: paid

L

c ~ < . (o] N C c Q C
Ga:sj QO9C GT??OO[E Sample recelpt form (Y? g{:ogoocqo']e@u [98(&]0 save button

F80 3o

283l
A

FDA e-Submission System | Application User Guide for Applicants
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¥ Food and Drug Administration, Myanmar
/&) Quality, Safety and Protection

DRC Application Form

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

v Product Information v Ingredients Information v Company Information  Sample Information

Lab Fee Staus * ® Pad Unpaid
Sample Reception Number *
Attachement * B o Selected File el

orvns [ e

miancons Plaoialeeiicts “save

Figure(5.7): Sample Information

C C C (Y C o C

Upload Document Tab 3250C0RC GQQ[P05002:292000 c;s@omd]cgqp:ogc
@ooo:oo@f:rao%& Adminstrative, Quality(Drug Substance), Quality(Drug Product),
Non-Clinical Data, Clinical Data o)ooé@(f: 3988:(3){353093 Gogoqcﬂeéu sgqlorg

L
sgmcﬁqua@o: @éagé@o']m Upload Button 0ng> %89[0 eéu

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

DRC Application Form

Figure(5.8): Administrative
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Food and Drug Administration, Myanmar
Quality. saferty and Protection

Figure(6.0): Quality(Drug Product)
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Food and Drug Administration, Myanmar
Quality, Safety and Protection

DRC Application Farm

T T g r—s——

P Clinical Gverview B o

o ‘oo
S ————————————————————
0
e =
0
& T —
0
ve vichen) Sha -3 Selecwed File  rewee
0
Figure(6.1): Non-Clinical
LroHR)
RPN o .
(6 Food and Drug Administration, Myanmar
, .l\., Quality, Safety and Protection
DRC Application Form
A Please send sample 1o drug Section prior 10 applying DRC.
 Product Information v Ingredients Information v Company Information v Sample Information v Upload Documents
Piil 1 General Aspect and Content and Structural B No Selected File Browse
oo

B No Selected File Browse

1 hereby declare that the information provided in this application is tr
1also pledge that I shall comply with rules, regulations, direct
National Drug Law by the department concerned in relaton 10 registration of drug.

v

o [Se0eSgeiflsotls “save® GepSch

e and correct to the best of my knowledge.

Figure(6.2): Clinical

C C o Cof(G@ O (o
323|(13200MQPE3AAVE @&903[3996]00 Pay Button GOTQJ)L;]G&?II

6C60:63|e0d B0lon Pay 03 £6q0leaSi
o °6H g [ y L1 61 E,)
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7% %)\ Food and Drug Administration, Myanmar
/) Quality, Safety and Protection

A ° g >
DRC Payment
Fee Amount
Assessment it Fees 300000 MMK.
Banking Service Fees 600 MMK.
Lab Fee 250000 MMK
Total 550600 MMK.

CHOOSE A PAYMENT METHOD

® Vi I &2

Figure(6.3): Payment

. C C oC ocCc O C

Flgure(6.4)ogc[§oooo:)o@3fao?co 6ge0Ls G:ilelegs'a? 3D 60RO

@«5@3 Gozogézqeéomm Assessment Fees, Banking Service Fees, Lab Fees
o O [ eXe] (©] C

Late Fee oM System © @oaeooooood]etajll 0060363V Payment Method

Qe P Qoc¢ cco1280)a50S
(?Gaoﬁ ay (T? ?Oﬁ GgGOOGQJ&LCO OD@II

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

DRC Payment

Fee Amount

Assessment Fees 300000 MMK
Banking Service Fees 600 MMK.
Late Fees 50000 MMK
Total 350600 MMK

CHOOSE A PAYMENT METHOD

® V& om

=2

Figure(6.4): Payment (Late Fee)
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NeooSSons Q. .Q9mMmS. Q e . g Q. € a0SBE:680]

63030 S?CD(I)U)C :Dooooeoo?n@coo? &)O)?OO(D’J(\)S’DO&Co G&DDCS{O’D@Co@ﬂO

C Q. QS o . Q N Q ( o oo) . S aess

o OD('DU)GJT?@&PJ)D@G%Q? (O)CUCRIC SCIDGS 3(),0()0/- (Y{IOQ) GOoG&DDCﬂO G@II
S .S

[(2) e‘lorS c;(qpc\gﬁ%c\\;_lé (o)mmscu%c;g Gmocﬁéeé@ogdboéu]
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