3M CucteMbl JOCTABKY JIEKAPCTBEHHLIX CPEACTB KOHQHAEHUHAIBHO

LIMS CEPTUOUKAT COOTBETCTBHA

BBITTYCK
3M Homep naprun GVG027A
[.IMS HOoMep manku D00032046
3M MH GH-6204-1719-2
3M CAP MH 7100076043
[Tpoaykr/Onrcanne marcpuana 7IM112MUA UmuksuMon

AJITAPA 5% kpem o 250 mr B came Nel2
IMMPOJJAXA/YKPAUHA/MEJIA/MA

PIT NeUA/12999/01/01
Wmst upoduiist ['naBuas
Homep crnieundukauun/Bepens Creu.-07-005089 v 03
Jlata cozjranns B LIMS 23-Urons-2020
Jlara nybnukanun B LIMS 07-Asrycta-2020

CITHCOK JIIOOBIX 3arIaHHpPOBAHHBIX
HJIH HEC3AIUTAHHPOBAHHBLIX OT! KIOHEHUIT OTCYTCTBYCT

Jlata npon3eoacTsa Wions - 2020
Tonex no Hrons - 2022
Konnuectso 13220
HOMEP MHCTPYKUHAH 3100016723
HOMEP KapTOHHOH KopoOku 3100018405
HOMEp JlaMHHAaTa 620417226

3assaenue o ceprudukanun Yacrs 1 HactosawmmM s NoATBepAAaIO, YTO BCE ITaIBI NPOU3BOACTBA 3TOM
[apTHU FOTOBOM NPOAYKLMH OLUTH BBINOJIHEHKI B IIONIHOM cooTBeTCTBHH ¢ TpeGopanusmu GMP EC n
TpeCosanusiMi JlnueH3un (-uit) crpaHsi-nonydarens (-eif)

Zassyienne o cepTudukaunn Yactes 2 Jluuensns (Mn) IpUMEHNMOE TOJIBKO B Ipenenax EC.

Ajapec(a) npoH3BOACTBEIHOrO y4acTKa (0B):

«3M Xene Kea JIumuren»

(3M Health Care Limited)

HepOu Poya,

Jlag6opo,Jlefiuectepiunp, Bennkobpuranus
JIEI1 5Co

Homep nuuensuu npouspoautens Jlag6opo: MIAGS

Hacrosuus yA0CTOBEPAIO, YTO 3Ta [IAPTHS JICKAPCTBEHHOTO Npenapata Obliia IPOH3BEIECHA, BKIIOYas
YIIAKOBKY H KOHTPOJIL KQueCTBa B MOJHOM COOTBETCTBHH ¢ TpebGoBaHHAMM cTaHAapTa Hajnexamed
npoussojcteeHHo# npaxtukn (GMP), Tpe6oBanKHs MECTHOTO PEryNHpYIONIEro opraHa H/uin mobkIX
JPYTHX PEryJUPYIOWMX OPraHoB, IAe IPHMEHHMO.

Dror cep'ru([m KaT BbLIACTCH OT AIMEHH HHXKENOANUCABHIEroCs YIIOJHOMOUYECHHOI O AUL4.

[Toymcs: Jara: 07.08.2020r
[Toonucs: (R. Lodeanu)]

[meuaTs: 3aBepeHa YNOIHOMORE
(J.McCregor)

Hara 07 Aprycra 2020
[Moanucs [nogmucs]
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3M CucreMbl AOCTaBKH ICKAPCTBEHHLIX CPEACTB KOH(pHAEHLHANBLHO

CEPTUOUKAT KAUECTBA

BbIIIYCK
3M nomep napruu GVG027A LIMS nomep nanku  D00032046
3M UH GH-6204-1719-2 3M CAP UH 7100076043

7IMI12MUA Umuksumon
AJIJAPA 5% xpen no 250 mr 8 came Nel2/
YKPAUHA/MEJA/MA; UA/12999/01/01

[Mposiyk1/Onncanue Marepuana

CpoAnas Tadauua TeCToB:

Teer Homep meroa Craryc
BHenninii sna CoorsercTayet cricuiditkauiti [1poseact
Voienrudurauns meronom BIKX Mer1on-07-000924vS [1posenen
Hacirndurating mMetoliom Y®- CootrietcTBYCT cneungHKaliH Mposeaci
KosnuecTaennoe onpeacnenie HMIKBHM0.1a it Metoa-07-000924 vS Mposenen
roHccpsainTos Meroaom BIKX
Onpeacnchie 4-rnAPoRCH HMHKBHMOAA MeToaoM BOKX MeT0a-07-000929v6 [Nposenes
Mukpo0ionoruieckas HucTora Meroa-07-002650v04 [Mposeaeit
pit Meton-07-002837v1S [lposenen
Baswoctn MeToa-07-000937v3 [poscaen
Macca coucpikHmoro catle MeTtoa-07-002387v0S [poseaen
Oumcaune Tecra Ko PesynuTar Eanu | Cneundmixauns Craryc
IHH HLUbI
Buewinii s 1 CoorseTciByeT OniopoaHklil kpes or Mposenen
6enoro no ceetno-
AeJITOro usera
Haewvusguraunst BYAKX
Hynkenvona BIXKX, ! CootsercTByCT CootsetcTayeT cranaapty | [lposene
smeTHanaparnapokcnGerzoata l CooteeTcTayeT Coorsetcrayer crannapty | lposenen
BIXKX,
npomiAnapariapoxkcudenioara 1 CootseTcrByeT CooteetcrayeT cTannapty | [posenex
BOKX
oensiiosoro cinpta BIXKX ] CootseTcTByer Cootsetctayct cTannapry | lNposenen
Hacwrndgnranus HMHKBIMOAA | CooTseTcTayer CootsercTsyeT cTaHaapty | [lposenen
mcTonom Y-
CIICKTPO(OTOMETPIH
Koanuccrsennoe onpeaeienre | |
MCTO10M
- iMuKRsiMOd BIXX 4,99 % %s8/e | 4,75% - 5,25% 8/8 MNposenei
-MeTHAnaparnpokcndcHsoar 0,20 % %os/s | 0,18% - 0,22% s/e [Mposeaen
BIXKX
-Tpommuimaparnaporcindensoat 0,019 % %e/B | 0,018% -0,022% s/ Mposenen
B3XKX ,
- 6cuzunosoro cnupra BAKX 1,90% %e/s | 1,80% -2,20% o/e Nposeacu
Mpumecn. Onpenencxite 4- l <0,10 %s/s | He Gonee 0,2% o/s MNposeaen
FHAPOKCI NMIKBHAIOAA METOLOM
BXKX
MUKPOGHOAOPIHCCRAH YHCTOTR
- o0lee YICNO0 adPOOHLIN
mukpoopraniimos (TAMC) ! <10 KOE/r KOE/ | He 6once 100 KOE/r MNposenen
- odulee uicho rpidoe i nnecenn | | r
(TYMC) <10 KOE/r He Gon i Mposeaen
o 2
- Staphylococcus aurcus l CooreercTtnyer KOL/ Buep | r@ 6‘ | Nposeacy
- Pseudomonas acruginosa | COOTBETCTBVCT r fer \‘}* \“ V\ [posenei
IM_Bawch_CoA_ v7.0.rpt 07 anvrycra 2020 14:09:53 AM cTpanuua | ns 2




3M CucteMbl 10CTaBKH NEKapCTBEHHBIX CPEACTB KOH(DMACHLIHAILHO
CEPTUOUKAT KAYECTBA
BBITTYCK
3M Homep napTHH GVGO027A LIMS nomep nankun  D00032046
IM WH GH-6204-1719-2 3SM CAP MH 7100076043
[Mpoaykr/Onucanue marepuana 7IM112ZMUA Nmuxsumon

AJIJIAPA 5% kpem no 250 mr 8 cawic Nel2
MPOJTAXA/YKPAUHA/MEITA

Onucanue Konun Pesynbrar Eanuuns: Cneundnkauns | Craryc
TecTa
pH 1 5,1 4,0-5,5 Mposeaex
Bs3kocTh 1 9750 cll3 He menee 6500 Mposeaex
cll3

Macca 1 265 Mr/cawe He MeHee 250 [Mposenen
coaep:xHMOoro 1 262 Mr/canie Mmr/cawe Tposenen
cawe HE MeHee 225
Cpeansas macca - Mr/calue
ans 10 cawe
MiuiimansHas
macca - ansa 10
caue

Hcnoassytoninecs xonuvectso koHTpoas kayectra QIR(s) 1

ITUM 110;\TBEPKAAEM, YTO MAPTHS IIPOTECTUPOBAHA B NOJTHOM COOTBETCTBHH C TPeGOBAUUAM CTaHAapTa
HaaAeKaLen 1pou3BoACTBEHHOH mpakTHKH (GMP), 1 corslacHo yTBepKACHHOH CrelU(HKauHy.

Dra naprus dvuta npotectHposana no crneudgukannu: Cren.-07-005089 v03

TNoanuce: Hara: 07.08.2020r
[(HToonucs: (R. Lodeanu))
[meuaTsb: 3aBepena YNOAHOMOYECHHHM JTHLOM
(J.McCregor)
Jlara 07 asrycra 2020
[Tonnucw [noanucs)
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m Drug Delivery Systems

Confidential

'3M Lot Num
LIMS Folder Number
3MID
3M SAPID
Product/Material Description

Profile Name

Specification Number / Version
Date Created in LIMS

Date Released in LIMS

List of any Planned or Unplanned
Deviations

Date of Manufacture (MMM-YYYY)
Expiration Date (MMM-YYYY)
Quantity Released
Leaflet Part Number

Carton Part Number

Laminate Part Number
Certification Statement Part 1

GVG02
D00032046

GH-6204-1719-2

7100076043

7IM112MUA IMIQUIMOD ALDARA 5% CREAM 250MG
SACHET 12'S SALES | UKRAINE | MEDA | MA;
UA/12999/01/01

General

Spec-07-005089 v03

23-Jul-2020

07-Aug-2020

None

JUL-2020

JUL-2022

13220

3100016723

3100018405

620417226

| hereby certify that all the
manufacturing stages of this batch of
finished product have been carried out
in full compliance with the GMP
requirements of the EU and with the
requirements of the Marketing
Authorisation(s) of the destination

country(ies)
Certification Statement Part2 Marketing Authorisation(s) applicable

when within the EU only.

Address(es) of Processing Site(s):

3M Health Care Limited, Derby Road,

Loughborough, Leicestershire

LE11 5SF

UK

3M_Batch_CoC_v4.0.0_25Nov13.rpt 07Aug2020 2:15:40PM Page 1 of 2




m Drug Delivery Systems Confidential

Lot Number GVG027/
LIMS Folder Number D00032046
3MID GH-6204-1719-2
3MSAPID 7100076043
Product/Material Description  7IM112MUA IMIQUIMOD ALDARA 5% CREAM 250MG
SACHET 12'S SALES | UKRAINE | MEDA | MA,
UA/12999/01/01
Profile Name General
Specification Number / Version Spec-07-005089 v03
Date Created in LIMS  23-Jui-2020
Date Released in LIMS 07-Aug-2020:

Loughborough Manufacturing License Number: MIA68

| declare that the product has been manufactured, packaged and tested according to cGMP and complies with
the requirements of the Marketing Authorisation and/or any other Regulatory Commitments, where applicable.

This certificate is issued on behalf of the Qualified Person by the signatory below.

A "
Signature: 1O Date_¢ 2 AUG 180

R.Lodeanu

3M_Batch_CoC_v4.0.0_25Nov13.rpt 07Aug2020 2:15:40PM Page 2 of 2




3M Lot Number:
3MID:
Product /Material Description;

Drug Delivery Systems

| ME!

Summary of Tests:

Test Method # Status
Appearance Per Spec Done
Identification by HPLC Method-07-000924v5 Done
Identification by UV Per Spec Done
Imiquimod & Preservative Content by HPLC Method 07-000924v5 Done
4-Hydroxy Imiquimod by HPLC Method-07-000929 v6 Done
Microbial Limits (Harmonised) Method-07-002650 v04 Done
pH Method-07-002837v15 Done
Viscosity Method-07-000937v3 Done
Minimum Fill Weight Method-07-002387 v05 Done

3M_Batch_CoA_v7.0.rpt

07Aug2020 2:09:53PM

Page | of 4




Drug Delivery Systems

3M Lot Number:
3M ID:
Product /Material Description:

CHET

Test/ Analyte Replicate No. _Result Units Specification Status
Appearance
Appearance | 1| Complies | | White to faintly yellow | Done
cream with a uniform
appearance,
Test / Analyte Replicate No.  Resuit Units _ ~ Spe Status
Tdentification by HPLC ;
Identification: Imiquimod by | 1 | Complies I | Complies | Done
HPLC
Identification: Methyl | 1] Complies | | Complies | Done
Hydroxybenzoate by HPLC
Identification: Propyl | 1t | Complies | | Complies | Done
Hydroxybenzoate by HPLC ,
Identification: Benzyl Alcoholby | 1 | Complies | | Complies | Done
HPLC
Test/ Analyte ~ Replicate No.  Result Units Status
Identification by UV v
Identification: Imiquimod by UV | 1 | Complies | | Complies | Done
Test / Analyte ‘ _Replicate No. Result  Units ~ Specification Status
Tmiquimod & Preservative Content by HPLC
Imiquimod - Mean 1 4.99 % wiw [4.75-5.25 % wiw Done
Methyl Hydroxybenzoate - Mean | 0.20 %wiw 10.18-0.22 % w/w Done
Propyl Hydroxybenzoate - Mean I 0.019 % w/w {0.018-0.022-% w/iw Done
Benzyl Alcohol - Mean | 1.90 % \Lv'!w 1.80 - 2.20 % wiw Done
Test / Analyte “Replicate No. Result  Units Specification Status
4-Hydroxy Imiquimod by HPLC
4-Hydroxy Imiquimod by HPLC - | 1 | <0.1 | %ww |NMTO02%ww | Done
Mean - —
Test / Analyte _ Replicate No.  Result Units _ Speci Status
Microbial Limits (Harmonised)
Total Aerobic Microbial Count 1 <10 CFU/g | NMT 100 CFU/g Done
Total Yeast and Moulds Count 1 <10 CFU/g [NMT 10 CFU/g Done
Staphylococcus aureus 1 Complies None per g Done
Pseudomonas aeruginosa 1 Complies | None per
Test / Analyte Replicate No.  Result Units . . Specification Status
7]
pH - Mean | 1| 51 | [40-55 | Done
Test / Analyte Replicate No. Result Units . Specification Status
Viscosity - o
Viscosity Mean | 1] 9750 | cp |NLT6500cp | Done
Test / Analyte Replicate No.  Result Units ~ Specification Status
Minimum Fill Weight
Fill Weight - Average for 10 |1 265 | mg/sachet| NLT 250 mg/sachet | Done
sachets
3M_Batch_CoA_v7.0.rpt 07Aug2020 14:09:53 Page 2 of 4




Drug Delivery Systems

3M Lot Numbe:
3M ID: ‘
Product /Material Description;

Test / Analyte Status

Minimum Fill Weight
Fill Weight - Minimum of 10 | 1] 262 | mg/sachet| NLT 225 mg/sachet | Done
sachets

3M_Batch_CoA_v7.0.rpt 07Aug2020 14:09:53 Page 3 of 4




3M Lot Number
3M ID: ;
Product /Material Description:

AINE | M

This is to certify that this product/material was tested in accordance with the cGMP's and
reviewed with the approved Release Specifications.

This batch has been tested against specification : Spec-07-005089 v03

Signature: & oql.«agm, Date: _0? AuG 2000

R.Lodeanu

IM _Baich_CoA_v7.0.1pt 07Aug2020 14:09:53 Page 4 of 4




JAEPXJIIKCITYKBA
AEPXKABHA CJIYKBA 3 IIKAPCBbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KUIBCBKIA OBJIACTI

npocnekt Banepis Jlo6anosebkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3eHOro B YKpaiHy JiKkapcbKoro 3acody

15.01.2021 Ne 74131/21/10

AJITAPA

(HalimeHyBaHHS Nikapcbkoro 3acofy 3riHO 3 peecTpauiiHUM NOCBiI4EHHIM)
Kpem S %; mo 250 mr B came; o 12 came B Kopo0ili 3 KApTOHY

(dopma BumycCKy, 203yBaHHs, BUJ NTAKyBaHHS JiKaPCLKOro 3ac00y)

Homep peecrpauiitnoro nocsinuenns UA/12999/01/01 crpok nii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne GVG027A KinbkicTb BBe3eHOTO Jiikapcbkoro 3acoby 2240
BupoGuuk 3M Xenc Kea Jlimiten, Benuka Bpuranis
(naliMenyBaHHs BUPOOHHKA JIKAPCLKOTO 3ac00y, KpaiHa MOXOMKEHHA )
Baeseno B Ykpainy CninbHe ykpaiHCbK0-eCTOHChbKe MiANPHEMCTBO y OpMi ToBApHCTBa
3 o0MeskeHoI0 BignoBixaabHicTIo ""OntiMa-®apm, JITH", izenr. koa:
21642228

(natiMenyBanns Ta xoa 3a €IPTIOY 1opunuyHol 0coGu aGo npissuile, iM'a, 10 6aTbkoBi (iznudHOT
0cobu - mianpuemus, i Mictie NPoXMBAHHA Ta peecTpauifHkil Homep 061iK0BOT KAPTKH MIATHUKA
nonatkis abo cepis Ta HOMep macropra)

Mpotokon BisyansHoro koutpoao sin 05.01.2021 Ne 4722/1.

3a pesynabTaTaMH [EPXKABHOTO KOHTPOJIO BCTAHOBJIEHO, IO nikapcekuit  3aci6 BBeseHo B YkpaiHy 3
AOTPHMAHHSAM BUMOr 33aKOHOAABCTBA LIOO 3a6€3NeueHHs AKOCTI NMiKapChKUX 3aC00iB.
1
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3M CucreMbl IOCTaBKH JIeKapCTBEHHbBIX CPEACTB KoHn(pHIACHINANILHO

LIMS CEPTUOUKAT COOTBETCTBMUSI

BBIITYCK
3M Homep naprTHi GV J040A
LIMS nomep narku D00033084
3M UH GH-6204-1719-2
3M CAP UH 7100076043
[Tpoaykr/Onicanue marepualia 7TIMT12MUA HMMuksimon

AJITAPA 5% xpem no 250 mr 8 cawe Nel2
[TPOAAXKA/YKPAUHA/MEA/MA

P11 NeUA/12999/01/01
Ums npouns ['napnast
Homep crieundmxaunn/Bepeus Cuen.-07-005089 v 03
Hata cospanust 8 LIMS 16-11os10ps1-2020
Jlata nyOaukauuy 8 LIMS 26-Hosi0ps-2020

CIHUCOK MOOBIX 3aJiaHpOBAHHbIX
WK He3anJaunHpoOBaHHBIX OTKJIOHEHHH OTCYTCTBYCT

Jlara npon3srojcria OxTtsadpL - 2020
[ogen o OxTa0pn - 2022
Konuuectso 22500

HOMEp MHCTPYKUH U 3100016723
HOMEP KapTOHHOI KOPOOKH 3100018405
HOMEp JlaMHHATa 620417226

3asisnenne o cepruduxaunn Yacth 1 HacTosinnm s NOATBepXKAAI0, YTO BCe 3Tarbl NPOU3BOACTBA ITOM
apTHy roTOBOH MPOJYKIIHKU OLLIH BLIOJIHEHNL B TOJIHOM COOTBETCTBUH ¢ TpeGoBanusiMu GMP EC u
TpeboBanusmu Jlnuensnu (-uit) crpanbi-noiyyatens (-eif)

3assienne o ceprudukaunn Yacts 2 Jlnuensus (un) npumeHumoe Tosibko B npeaenax EC.

Alpec(a) nPOH3BOACTBEINOIO yuacTra (oB):

«3M Xenc Kea Jlumurea»

(3M Health Care Limited)

Hepou Poyn,

JlapGopo,Jleiiuecrepiunp, BenukoOpuranus
JIET1 5Cep

Homep sinuensun npoussoumnrens JladpGopo: MIAGS

Hacrosiuym yA0CcToBepsi10, 4TO 3Ta Naprus JIeKapcTBCHHOLO penapara Gbljia 1pon3BeaeHa, BKIoYas
¥IIaKOBKY H KOHTDOJIh Ka4€CTRa B 1I0JTHOM COOTBETCTBHH C TPEOOBAHHAMY CTalilapTa Haanexaiuei
npou3sojcTBenoN 1pakTHkH (GMP), TpeGoBalns MECTHOrO peryanpyiowero oprana u/unu mosaix
APYTHX PCryNHpPYIOIHMX OPraHoB, I'Ae MPUMEHUMO.

dror ccp‘rmlmxm‘ BbIAACTCS! OT UMCHH HUKENOUAMNUCABUIETOCSI YNOJTHOMOMECHHOTO JIKIla.

Iloanuch: Hara: 26.11.2020r
[/Toonuce: (R. Lodeanu))

[ﬂe‘laThZ 3aBepeHa yrnoJIHOMOUgE
(G.Adlam) ek e
Hara 26 Hos6ps 2020 . 57 %

IToanucs [nonrnucs)

3IM_Batch_CoC_ v4.0.0_25Nov 1 3.rpt 26 nowdpa 2020 12:08:36 PM ' "~ crpanma | w3 1
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3M CHcTeMbl JOCTABKH JIEKAPCTBEHHBIX CPCACTB KOH(pHUCHUHATEHO

CEPTHOUKAT KAUECTBA

BLITITYCK
3M Homep napTHu GVIJ040A LIMS nomep nankn  D00033084
3M UH GH-6204-1719-2 3M CAP MH 7100076043

7IMI12MUA HMsuksumoy
AJIIAPA 5% xpem 110 250 mr 8 cawe Nel2/
YKPAMHA/MEIA/MA; UA/12999/01/01

[IpoaykT/Onucanie MaTepHaia
poiy

Croanas rabnuua TecTon:

Teer Homep meroaa Craryc
Bueumuii sua CootnercTRYyeT cneuHpraLlg [lposeacn
HaenTndgmranns meroiaom BIKX MeT102-07-000924vS ITposezneis
Wacurnduranus meroaom Yod- CoOTBETCTRYET CREUH(DHKALUHHK [Iposenen
KontwecTsennoe onpesieneHne HMHKBHMOAL H MeT1oa-07-000924 v5 [Tposenen
KoHcepBanToB MeToaom BIIKX
Oupenesncune 4-ruapokc uMuksimota Metoiom BOKX | MeToa-07-000929v6 fIposeaen
MUKPOOHONOHUECKAN UHCTOTA MeT101-07-002650v04 [Mposenen
pH MeT0a-07-002837v15 IlposesieH
Bsi3KoCTb MeT01-07-000937v3 MNposeaen
Macca cozepanmoro canie MeT04-07-002387v05 Ilponeaen
Onucanne Tecra Ko PeayavTaT Eanu | Cneundmrauns Craryc
nuu HUDI
Buewnuii sua 1 CootBeTtcTByeT OnHopoaHklii kpem oT IMposeaen
6enoro ao cserno-
KeJITOTo UBeTa
Hacntnduraunn BIACX
Mmuksumona BOXKX, | CoorseTcTByeT Cootsercrayer ctansapry | [lposexen
METHANAPArHapoKcHden3oarTa ] CoorpeTtcTByeT Coorsetctayet cTanaapty | fIposeaen
BIXX,
nponuANaparuApoKcHoeH3oaTa ! CooTBetcTByeT CootsetcTayet cTannapty | [lposeac
BIXKX
denznnosoro cnupra BIXKX ! CootTseTcTByeT CooTseTeTayeT cranaapry | Ilposeaen
Hienruduranis usukBHMO 1 1 Cootnercrayer Coorsercrsyer ctanpapty | I'lposeaen
meTollonm Y-
cliekTpodioToMeTpHI
Kosawngecrsemoc onpeacacnue | |
MCTOZOM :
- uMukBiMon BIKX 4,00 % % B/B | 4,75% - 5,25% 8/8 Tlposeaen
-MeTHANAparnApoRcHde3oaT 0,20 % %8/ |0,18% - 0,22% v/s [MposeaeH
BIKX
-Iponunnaparnapokcnéensoar 0,020 % %s/s | 0,018% -0,022% s/B IpoBenen
BIKX
- 6enzunonoro cipra BAIKX 1.91% %a/s | 1,80%-2,20% 8/s [Mposenen
[Tpuatecn. Onpeaenene 4- | <0,10 % s/s | I1e Gonee 0,2% o/B 1Tposeaent
FHAPOKCH HMIIKBHMOZA METOROM
BIKX
MEKPODHOA0IHICCKAN HICTOTA
- odliiee HHCT0 aIPOTHBIX
mukpoopranzmos (TAMC) 1 <10 KOE/r KOE/ | He Gonee 100 KOE/r Mposeaen
- odutee YHCAO rpudos 1 nueceHn | | r
(TYMC) <10 KOE/r He 6onee {0 KOE/r [posenen
- Staphylococcus aurcus ! Coorserctsyer KOE/ | Oweyte ITposesient
- Pseudomonas aeruginosa 1 CootsetcTnyet r OTcW ITponeaer
IM_Batch_CoA_v7.0.rpt 26 HouOps 2020 12:06:12 AM crpaunia 13 2




3M CucreMbl 10CTaBKH JIGKAPCTBEHHBIX CPEACTB . KOHGHAEH LIHANBHO

CEPTUDOHUKAT KAYECTBA

BBLIITYCK
3M nomep napTHH GVJ040A LIMS nomep nanku  D00033084
3M UH GH-6204-1719-2 3M CAP UH 7100076043
ITponykt/Onucanue matepuana 7IM112MUA MmukBuMol

AJITAPA 5% xpem no 250 Mr B caiie Nel2
[MPOOAXA/YKPAMHA/MEJA

Onncanpe Koruu PesynsTtar Enutnus Crneunduxauus | Craryc
TECTa
pH ' 1 5.2 4,0-5,5 IMposenen
Bszkocrs 1 10057 cll3 He neunee 6500 Mposeaen
cilz

Macca 1 267 Mr/cawe He menee 250 [Mposeaen
COAEPAKIMOIO 1 261 Mr/cawe Mr/cawe Mposenen
cawe He meree 225
Cpeansst Macca - Mmr/cawe
ans 10 cawe
Munnmansias
macca - ana 10
calwe

Mcnionssyioutnecs kosvecTno kouTpois kadectsa QIR(s) 1

ITHM OATBEPHKUACM, YTO NAPTHUA MPOTECTHPOBAHA B 110JIHOM COOTBETCTIHH € TPeBOBaHHAMH CTaHIapTa
Haaae:kaulelt mpou3ssoAcTBeHHON npakTHkH (GMP), n cornmacio yTBepxkaeHHoi crneun(pukaimy.

Jta napTus Obiiia npoTectnposand 1o cnenudukaiu: Cnen.-07-005089 v03

[Monnuce: Jara: 26.11.2020r
[fToonuce: (R. Lodeanu))
[neyars: 3aBepeHa ynojiHOMOMEHHHUM HLIOM
(G.Adlam)
Jara 26 noa6psa 2020
IMoanuck, [noanmucs)
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m Drug Delivery Systems

Confidential

LIMS Folder Number

3MID

3M SAP ID

Product/Material Description

Profile Name

Specification Number / Version
Date Created in LIMS

Date Released in LIMS

List of any Planned or Unplanned
Deviations
Date of Manufacture (MMM-YYYY)
Expiration Date (MMM-YYYY)
Quantity Released
Leaflet Part Number
Carton Part Number
Laminate Part Number
Certification Statement Part 1

Certification Statement Part 2

Address(es) of Processing Site(s):

3M Health Care Limited, Derby Road,
Loughborough, Leicestershire

LE11 5SF

UK

3M Lot Number G

D00033084

GH-6204-1719-2

7100076043

7IM112MUA IMIQUIMOD ALDARA 5% CREAM 250MG
SACHET 12'S SALES | UKRAINE | MEDA | MA;
UA/12999/01/01

General

Spec-07-005089 v03

16-Nov-2020

26-Nov-2020

None

OCT-2020

0OCT-2022

22500

3100016723

3100018405

620417226

| hereby certify that all the
manufacturing stages of this batch of
finished product have been carried out
in full compliance with the GMP
requirements of the EU and with the
requirements of the Marketing
Authorisation(s) of the destination
country(ies)

Marketing Authorisation(s) applicable
when within the EU only.
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26Nov2020 12:08:36PM

Page 1 of 2




m Drug Delivery Systems

Confidential

t Number

LIMS Folder Number

3MID

3M SAP ID

Product/Material Description

Profile Name

Specification Number / Version
Date Created in LIMS

Date Released in LIMS

Loughborough Manufacturing License Number: MIA 68

D00033084

GH-6204-1719-2

7100076043

7IM112MUA IMIQUIMOD ALDARA 5% CREAM 250MG
SACHET 12'S SALES | UKRAINE | MEDA | MA;
UA/12999/01/01

General

Spec-07-005089 v03

16-Nov-2020

26-Nov-2020

| declare that the product has been manufactured, packaged and tested according to cGMP and complies with
the requirements of the Marketing Authorisation and/or any other Regulatory Commitments, where applicable.

This certificate is issued on behalf of the Qualified Person by the signatory below.

Signature: @CM\M (R.Lodeanu)

 Date :2€ OV 2¢2Q

QUALIFLED PERSON

{ teADEAM ,(7

Dt --u?’,@y b .’..2.?:?..:;-.-.. '

e

3M_Batch_CoC_v4.0.0_25Nov13.rpt 26Nov2020
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*3M Lot Number: GVI040A

3M Ib: GH-6204-1719-2
Product /Material Description: 7IM112MUA IMIQUIMOD AL

Drug Delivery Systems

:-D00033084

7100076043

RA 5% CREAM 250MG SACHET

12'S SALES | UKRAINE | ME;DA'| MA; UA/12999/01/01

Summary of Tests:

Test Method # Status
Appearance Per Spec Done
Identification by HPLC Method-07-000924v5 Done
Identification by UV Per Spec Done
Imiquimod & Preservative Content by HPLC Method 07-000924v5 Done
4-Hydroxy Imiquimod by HPLC Method-07-000929 v6 Done
Microbial Limits (Harmonised) Method-07-002650 v04 Done
pH Method-07-002837v15 Done
Viscosity Method-07-000937v3 Done
Minimum Fill Weight Method-07-002387 v05 Done

3M_Batch_CoA_v7.0.rpt

26Nov2020 12:06:12PM
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3M Lot Number:
3MID:
Product /Material Description:

Drug Delivery Systems

00033084

100076043

Test / Analyte Replicate No. Result Units Specification Status
Appearance

Appearance | 1| Complies | | White to faintly yellow | Done

cream with a uniform
; appearance.

Test/ Analyte Replicate No. Result Units Specification Status
Identification by HPLC

Identification: Imiquimod by l 1 | Complies | | Complies | Done

HPLC

Identification: Methy! | 1] Complies | | Complies | Done

Hydroxybenzoate by HPL.C

Identification: Propyl I 1 | Complies [ | Complies ] Done

Hydroxybenzoate by HPLC

Identification: Benzyl Alcoholby | 1 | Complies l | Complies ] Done

HPLC :
Test / Analyte _Replicate No.. Result Units Specification Status
Identification by UV

Identification: Imiquimodby UV | 1 |  Complies | | Complies | Done
Test/ Analyte Replicate No.  Result Units Specification Status
Imiquimod & Preservative Content by HPLC

Imiquimod - Mean 1 5.00 Yowlw [4.75-525 % wiw Done

Methyl Hydroxybenzoate - Mean 1 0.20 Y%w/w |0.18-0.22 % w/w Done

Propyl Hydroxybenzoate - Mean 1 0.020 Yow/w 10.018-0.022 % wiw Done

Benzyl Alcohol - Mean 1 1.91 % wiw |1.80 - 2.20 % w/w Done
Test / Analyte Replicate No. Result Units Specification Status
4-Hydroxy Imiquimod by HPL.C

4-Hydroxy Imiquimod by HPLC- | 1 | <0.1 | %ww |NMT02%ww | Done

Mean
Test / Analyte ) Replicate No. Result Units Specification Status
‘Microbial Limits (Harmonised)

Total Aerobic Microbial Count 1 <10 CFU/g | NMT 100 CFU/g Done

Total Yeast and Moulds Count 1 <10 CFU/g |NMT 10 CFU/g Done

Staphylococcus aureus 1 Complies None per g Done

Pseudomonas aeruginosa 1 Complies None per g Done
Test / Analyte Replicate No. Result Units Specification Status
AT '

pH - Mean | 1 52 | |4.0-5.5 | Done
Test / Analyte Replicate No, Result  Units Specification Status
Viscosity

Viscosily Mean |1 | 10057 | cp INLT6500cp | Done
Test / Analyte Replicate No. Result Units Specification Status
Minimum Fill Weight ,

Fill Weight - Average for 10 | 1| 267 | mg/sachet| NLT 250 mg/sachet | Done

sachets

3M_Batch_CoA_v7.0.rpt
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Drug Delivery Systems

Test/ Analyte p ' ' Status

Minimum Fill Weight
Fill Weight - Minimum of 10 | 1] 261 | mg/sachet| NLT 225 mg/sachet | Done
sachets

3M_Batch_CoA _v7.0.rpt 26Nov2020 12:06:12 Page 3 of 4




Drug Delivery Systems

3M Lot Number: GVI040A er Ni r: DO0033

3MID: GH-6204-1719-2 3M S/ [ 7100076043

Product /Material Description: 7IM112MUA IMIQUIMOD ALDARA 5% CREAM 250MG SACHET
12'S SALES | UKRAINE | MEDA | MA; UA/12999/01/01

This is to certify that this product/material was tested in accordance with the cGMP's and
reviewed with the approved Release Specifications.

This batch has been tested against specification : Spec-07-005089 v03

Signature: J{_Jioum (R.Lodeanu) Date: _2¢ neNZo2e

ST ALAFIEH PHESON

3M_Batch_CoA _v7.0.rpt 26Nov2020 12:06:12 ' Page 4 ol 4




JAEPXJIIKCITYXXBA
AEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnekt Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JikapchbKoro 3acody

14.01.2021 Ne 73751/21/10

AJIJIAPA

(HaliMeHyBaHHS Nlikapcekoro 3aco6y 3riaHo 3 peecTpaLifHuM MOCBiAYEHHAM)
Kpem S %; 1o 250 mr B came; nio 12 came B kopo6ui 3 KapTOHY

(bopma BurTycKy, K03yBaHHS, BHJL TAKYBAHHS NiKapcbKoro 3acoby)

Howmep peectpauiiioro noceinuenns UA/12999/01/01 ctpox aii peecrpauiittoro nocsizaenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne GVJ040A Kinskicts BBe3eHOTO Nikapcbkoro 3acoby 6760
BupoGHuk 3M Xenc Kea Jlimiten, Bemaxa Bpuranis
(naiiMenyBanns BUPOGHHKA fikapchkoro 3acoby, kpaiHa MOXOMXKEHHA)
Bae3eHo B Vkpainy CninbHe yKpaiHChKO0-€CTOHChKE MIANPHEMCTBO y dopmi ToBapucrea
3 00MesKeHoI0 BiAnmoBinaaLRicTIO "OnrimMa-®apm, JITI", izenr. xox:
21642228

(HatiMenyBanus Ta kox 3a €IPTIOY 1opuanyHoi 0cobH a6o npizBuie, iM'a, 1o 6arskosi izuuHoi
oco6# - ninnpueMuy, ii Micue npoxuBanui Ta peectpauiitnuii HoMep 06:1ik0BOT KapTKH MIATHAKA
nozaatkis a6o cepis Ta Homep nacnopra)

IIporoxon BisyannHoro koutpomo Bin 04.01.2021 Ne 4701/1.

3a pesynbTaTaMM JEpXaBHOTO KOHTPOJIO BCTAHOBIEHO, IO mikapcekuid  3aci6 BBeseHo B Vkpainy 3

AOTPHMAHHAM BHMOT 3aKOHOAABCTBA IO/10 3a6e3MeueHHs AKORTi JiKapCbKHX 3aco6iB.
Moy,

m“i
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