JTEKJAPAIIVISI O COOTBETCTBUM

JAEKJAPAHT, IPHHUMAIOLLINI AEKJIAPAIMIO O COOTBETCTBUH

AO "Canocpu Poccun"

Caedenusn o pezucmpayuu opearusayuu: Mesxcpaiionnas uncnexyus ®edepanvroti nanoz080ii cayscbor Ne 46 no
2. Mocxae 01.01.2008, OF'PH 1027739079940, dama npuceoenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepcras, 9. 22. Tenegpon/paxc: 8 (495) 721-14-00 / 721-14-11

B nuye: Ienepanshsiii dupexmop Monae O.4.

| | fosepennoe nuyo: Cmenanoe C.C., dosepennocme 6/w om 01.12.2017

SASIBJIAET, UTO

nekapeimaentoe cpedenco: Dunanzon, kpen ONs HAPYICHO20 npumenerus 35 2, mybot aromunuessie (1), nayku
wapmonunie, PY Ne JIT1-0004248 om 17.04.2017 (dama 3amerer 17.07.2017) evtdaro AO "Canoghu Poccus”,
cepun 117235, napmus 28195 ynaxosok, 200en do 01.09.2022, npoussodcmsa C.I1.M, Konmpaxm®@apma Tn6X
u Ko.KT, lepmanun, C.PM. ContractPharma GmbH & Co. KG, Fruhlingstrasse 7, 83620 Feldkirchen-
Westerham, Germany, ko0 OKII[2 21.20.10.224, xod TH B3 3004900002, xonmpaxm Ne 250/40056192/F .2
om 20.10.2010, unaoiic Ne 9085352701 om 06.11.2019

COOTBETCTBYET TPEFOBAHUSIM

JIT1-004248-170417 uam. Ne 1

NEKJIAPAIIVSI NPHHSTA HA OCHOBAHMH

npomoxon ucnsimanuii Ne 34920 om 18.11.2019 HJT 000 HI| "®APMOBOPOHA", ammecmam

t | axkpedumayuy POCC RU.0001.21®J140, Cepmugpuxam POCC DE.®@M08.C54730 om 18.11.2019

u‘lh.j'\ u, r-- o
'i oy J '
CaHOQW‘

Crenanos C.C.
Cb O.HU.0

CBEJEHMA O PETUCTPAIIINA

OPT'AH IO CEPTU®HUKALUNH, 3APEFTACTPHPOBABIIHAN AEKJIAPALIHIO

RA.RU.11MO8 OPI4H 110 CEPTH®HKALIMH ITPOAYKLHH OFLJECTBO C OTPAHUYEHHOHA

| OTBETCTBEHHOCTbIO "OKPY)KHOH L{EHTP KOHTPOJIAI KAYECTBA",

| adpec opzanusayuu. 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opeana no

| cepmudpurayuu; 115280, POCCHA, 20pod Mockea, yr. Macmepkoaa, 0. 4, 3m. 5., men.:(495)788-02-88, ge6-
catim: oyxK. peb.

AEKJAPALIHSI O COOTBETCTBHH 3APETMCTPUPOBAHA M POCC RU J-DE.®M08.A.45155/19
| ,D,A"\I_‘A;Llf‘l:?l;r,l"lg_l‘l’f\ul'lﬂ 18.11.2019
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4 aenova

e

Haspanue u anpec npoussoncteennolt rmomanxu:

LLIL.M. Koutpakt®apma I'm6X u Ko. KI'
®proanarmrpacce 7

CEPTHO®HKAT COOTBETCTBHS D-83620 ®enbaxnpxen-Becrepxam - Mepmanun
Perncrpaunonnsiii Homep:
DE_BY_04_MIA_2016_0138 Homep cepruduxara
GMP: DE_BY_04 GMP_2016_0130

Ha3BaHHe MPOAYKTA DHHANTOH, KPeM /I HAPYXKHOT0 NpHUMeHeHNs, 35
r

PCID --

Hosuposka/aktuHocTs B eaunuue | 1,7 mr, 10,8 Mr/1r kpeMa HOHHBAMU, HUKOGOKCH
JO3BI

Crpana-umnoprep Poccus

Ne cepun 117235

Howmep peructpaunontoro | JIN-004248
YIAOCTOBEPEHHS!

cepHs HepacacoBarHOro npoaykra | 1878170002
(BHYTpeHHSs)

CepHs NpoAyKTa (BHYTpeHHss) 1878160002
KonuyectBo ynakoBox 28 195

JlaTa MpoH3BOACTBA 10.09.2019
Cpok ronHoOCTH 09.2022
PernameHnT nponssoacrea HV 12/16100/04
PernameHT ucnelTaHui PV 17/16100/06

Homep matepunana (BHyTpeHHHif) 0-22225-00

Koz Bix -

[lepBHuHas ynakoBka Tyba

HacToslnM # NOATBEPXAAIO0, YTO NPECTABICHHAS BBILE HH(OPMALMA ABJIAETCA NOLTHHHON H TOYHOM. [lanHas
cepua npenapata 6s11a HIrOTOBNEHA, BKIIOYAA YNAKOBKY/MapKUPOBKY M KOHTPONEL KAYECTBA, HA YKA3aHHOH Bbille
nrowanke(ax) B NOJIHOM COOTBETCTBHH C TpeGoBanuaMM Hamnexaweil npoussoncTenHod npaktku (GMP)
MECTHOTO KORTPOJHPYIOLIEr0 OpraHa W B COOTBETCTBHH CO CNIEUH(HUKALMAMH, YKAIaHHBIMH B PETHCTPAUHOHHOM
YAOCTOBEPEHHH CTpaHbl-HMMopTepa. OTYETH 10 H3NOTOBNEHHIO, YNAKOBKE H aHANH3Y CepHii GbUIH NpoBepeHs! 1
NpH3HaHbl COOTRETCTBYIOWHNMH TpeGoBaHuaM npasun GMP.

BrimyweHo ana npoaaxH: Ina [x] HeT [ ]
[XI Het oTknonennii
[ ] Otknonenue (oT4eT 06 OTIIIOHEHHAX NPHAAraeTCH)
INpuMeyanun:
Dr. Horst Sollinger

YonHOMOYEHHOE JIHLIO: IMoanucs Moanucs/ Hara 17.10.19

Ynennt Aenova Group

C.P.M. * Dragenopharm ¢ EVP * Haupt Pharma ¢ Swiss Caps * SwissCo * Temmler 1/1




LI.TI.M. Konrpaxr®apma I'm6X u Ko. KI'

Ceprudukar ananuia

aenova

IIpopykt:

Metoauka
HCITbITAHHA:

0-22225-00

DHHANTOH, KpeM /I HAPYKHOrO NpHMeHennd, 35 r,

PV17/16100/06

Poccun

Cepus: BuyTpeHHss cepus: Brytpennss cepus
HepacgacoBaHHOTIO IPOAYKTa:
117235 1878160002 1878170002
Harta npon3BoacTBa: Cpok rogHocTu: Pasmep cepun:
10.09.2019 09.2022 1000 kr
LOEBIL N Meroguxa “ Hopwa ST =2 S T pesymintar “Microumnk |
Onucanne BH3YasbHas OUeHka Markult, Genoro unu Gnenno-6exesoro  cootsercray CPM
useTa, rOMOreHHsIR Kpem
3anax Esp. ®apwm., neficteyroiee cneumdpuuecknii COOTBETCTBYET CPM
u3naHue, 2.3.4
BocnpouznoauMo  AHanHTHYeckas METOAHKA 7.0-110cM 8.0 cm CPM
CTh
MoanuHuocTs Esp. ®apm., aclicteyromee 3Hayenne Rf v BpeMA yacpkuBauus Ha  monoxkutensusii  CPM
PSVA u3nanue, 2.2.27, TCX XPOMATOrpaMME HCIBITYEMOrO pacTBOpa  pe3y/bTar
COOTBETCTBYET 3Ha4YeHHI0 Rf u Bpemenn
YAEPXHBAHHA HA XpOMaTOrpamMme
CTaHIapTHOTO pacTeopa
IMoaauuuocte Esp. ®apm., aefcrayiomee 3uauenne Rf u Bpema yacpxusanus Ha nonoxureneHeli  CPM
PSVA H3zanue, 2.2.29, B3XKX XpOMATOrpaMMe HCMLITYEMOro pacTBOpa  pe3ynbTar
cooTaeTcTByeT 3Hauennio Rf u Bpemenn
YACPKHBAHKUA HA XPOMBTOrPAMME
CTAHIAPTHOTO pacTeopa
Moanuuitocts Esp. ®apm., aclicTeyiowmee 3uauenne Rf v Bpems yaepxuBanua HAa  nofoskutensheth  CPM
NSBE u3inawue, 2.2.27, TCX XpOMaTOrpaMme HCMBITYEMOro pacTBopa  pe3ynbTar
cooTBeTcTByeT 3HaueHH0 Rf u spemenu
YACPKHBAHUA HA XPOMATOrpamMMme
CTaHAapTHOTO pacTeopa
MMoanuunocts Erp. dapwm., nefictayiouee 3uauenne Rf v spema ynepxusanua va  nonoxutensunii  CPM
NSBE H3iaaHue, 2.2.29, BOXX XPOMaTOrpaMMe HCMLITYEMOrO PACTBOP2  PE3YNLTAT
COOTBETCTBYET 3HaUeHHIO Rf u BpemMenn
YAEPKUBAHHA HA XPOMATOrPaMMe
CTaHAAPTHOTO PacTBOpa
[Noxnuunocts Esp. ®apm., aeiicteyiontee 3uauenne Rf ¥ BpeMs yaepxuBanus Ha  nonokurensHeit CPM
copGunosoft Himauue, 2.2.27, TCX XPOMATOrpaMMe HCNLITYEMOrO PacTBOpa  Pe3yNbTar
KHCJIOTHI COOTBETCTBYET 3HaucHHIO Rf u Bpemenn
YAEPKHBAHHUA HA XPOMATOrpamMme
CTanaapTHOTO pacTeopa
[Moanuuuocts Esp. ®apm., aekcteyiowee 3nauvenue Rf ¥ BpeMa yaepXuBaHHA HA  MOROXMTENsHei  CPM
copGuHOBOH uigauue, 2.2.29, BOXX XPOMATOrpaMMe HCTILITYEMOTO PpacTBOpa  pe3ynbTaT
KHCITOThI COOTBETCTBYET 3HA4EHHIO Rf u BpemeHu
YAEPHKHUBAHHSA Ha XPOMATOrpaMMe
CTaHAapTHOTO pacTeopa
Konuuectrennoe  Erp. @apwm., aefictayiouee 161,5-178,5mr/100 1 165,5 Mr/100 r CPM
onpenenesyHe H3laHue, 2.2.29, BOXX
HOHHBaMHIA
(PSVA)
Konuuectsennoe  Emp. @apm., selictayiowee 1,0260 - 1,1340 r/100 r 1,0380 r/100 r CPM
onpezenexue Hafanue, 2.2.29, BOXX
HHuKoGOKCHNA
(NSBE)
Konuuectsennoe  Esp. ®apwm., nefictayiowee 180,0 - 220,0 mc/100 r 196,5 mr/100 r CPM
onpezeneHue H3RaHke, 2.2.29, BOXX
copbuHoBoit
KHCNOTBI
[MpoaykTst Esp. ®apum., aciicteyromee He Gonee 1,0 % 0,1% CPM
pacnaaa; H3naHue, 2.2.29, BOXX
Ceprudukar 0000225122 Cospnan 18.10.2019 Crpanuua | /2



LLILM. Konurpakr®apma I'm6X u Ko. KT’

Cepruduxar anannia

acnova

ITpoaykr: 0-22225-00 Mertonuka PV17/16100/06
HCIIBITAHHA,

DPHHANTOH, KPeM /IIAl HAPY>KHOI'0 IpUMeHeHNs, 35, Poccus
Cepus: Buytpennas cepus: BHyTpeHHAs cepus

HepacdacoBaHHOIO MPOAYKTA:
117235 1878160002 1878170002
Jlata npon3BoacTBa: Cpox rogHocTH: Pasmep cepun:
10.09.2019 09.2022 1000 kxr
[Tokazatens Meronuka Hopma PeaynpTar.  Mcroanmk |
HHKOTHHOBas
KHCnoTa
MponyxTl Esp. ®apwm., aelicteyiowee He Gonee 1,0 % H. 0. CPM
pacnana: H3saHue, 2.2.29, B3XX
BI 1125420
Iponykrst Erp. ®apu., aeficteyiowmee He Gonee 0,5 % H. 0. CPM
pacnaza: u3nauue, 2.2.29, BOXX
BI 1125421
TNponyxts Esp. dapu., acHictayioutee He Gonee 0,2 % H. 0. CPM
pacnana: n3inanke, 2.2.29, B3XX
CAHHHYHbIE
HEHAEHTHOHUHPO
BaHHBIE
NPOAYKTBI
pacnaga
IponykTsl Esp. dapwm., aefictayiowee He Gonee 2.5 % 0,1 % CPM
pacnana: cymma H3inauwe, 2.2.29, B3XX
BCEX NPOAYKTOB
pacriana
Hanonuenne, B3BEUIHBAHHE HOMHHANLHOE 3HaYcHUe HanonHeHus Q:  35.25r CPM
KONHYECTBO 350r
Hanonxexue, B3BELIHBAHHE MHHYC OTKNOHEHHe X: 3,15 r COOTBECTBYET CPM
KONHYECTRO
Mukpobuonornue  Esp. @apwm., nciicreyiowee e Gonee 102 KOE/r aAHHYNHPOBaHO L+S
CKast YHCTOTA - H3OaHHe, 2.6.12
ofiee yucno
a3poOHbIX
MHKPOOPraHH3Mo
B (TAMC)
MukpoGuonoruue  Esp. ®apM., neficTaylowee He Gonee 10 KOE/r AHHYAHPOBAHO L+S
CKas 4HCTOTA - W3pnauue, 2.6.12
obutee uncno
APOXKKEBBIX H
[NECHEBBIX
rpurboe (TYMC)
MuxpoGuonoruye  Epp. ®apm., aekicteyiowee OTCYTCTBYETB 1 I aHHY/IHPOBaHO L+S
CKas YHCTOTa, S, H3naHue, 2.6.13
aureus
MuxpoGuonoruye  Esp. ®apm., nchcreyrouiee orcyrcryerB 1 r aHHY/THPOBAHO L+S
cKas YHCTOTa, Ps.  M3naHwe, 2.6.13
aeruginosa

1000 xr CPM

Paimep cepun

JaHHBIH NOKYMEHT COCTaBJIEH 3EKTPOHHBIM CNOco6oM K NelicTBHTeNeH 6e3 NOANHKCH.

Cepraduxar 0000225122

Cosnan 18.10.2019

Crpatnua 2 /2



LL.T1.M. Konrpakr®apma 'M6X u Ko. KI'

CepTHdukaT anannza

[ponyxr: 0-16100-00 Meroauka PV17/16100/06
HCNBITAHHA:
DHHAITOH KpeM
BayTpenusas cepus: BHyTpeHHss CEpHA
HepacdacoBaHHOro
npoaykra:
1878170002
Jata npoussoacrea: Cpox rogHocTu:
10.09.2019 08.10.2019
 MNoxasarens Meronnka . Hopva Pesymrar  Herowmk
Onncanue BU3yanbHad OLEHKA  MATKHH, Genoro mwiu COOTBETCTBYET CPM

6nenHo-6exesoro
LIBeTa, FTOMOTeHHBIH

KpeM
3anax Esp. ®apm., CrieUHpHYeCKHiH cooteeTcTBYeT  CPM
NelicTByloee
H3gaHue, 2.3 .4
BRIXO. MPOAYKTa B3BEUIHBAHHE 975-1010% 99.8 % CPM
BBIXO MPOAYKTA B3BEIIHBAHHE 998,0 CPM

Janubifl IOKYMEHT cocTagneH INCKTPOHHBIM CNOco6oM u aelfcTBHTeneH 663 noanucw.

Cepruduxar 0000224506 Cosaan 13.09.2019 Crpannua 1/ 1




CERTIFICATE OF CONFORMANCE

Name and address of the manufacluring site:

C.P.M. ContractPharma GmbH & Co. KG
Frihlingstrasse 7

D-83820 Feldkirchen-Wasterham = Germany
Authorization Number: DE_BY_04_MIA_2016_0138
GMP-Certiflcate Number: DE_BY_04_GMP_2016_0130

i
B
o

product name Finalgon Wiirmecreme stark 35g
PCID . -

Strength/Potency per unit dose 1,7mg, 10,8mg / 1g Creme Nonivamid, Nicoboxil .
Importing country RuBiand

batch no 117235

Marketing Authorization Number LP-004248

bulk batch (internaf) 1878170002

product batch (internal) 18781680002

No. of packages 28 185

date of manufacture 10.00.2019

Expiry date 08 2022

Manufacturing Specification HV 12/16100/04

Testing Specification PV 17/16100/06

Material number (intemal) 0-22225-00

Bix-Code wi

Primary packaging tube

T hereby certify that the above Information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Released for distribution: yes [x] no [ ]
A\ No deviation
O Deviation (deviation report is enclosed)
Remarks:

Dr. Horst Sollinger 17 0kt. 2019

Qualified person: Date:

Members of the Aenova Group

CPM . Dl"argi;el:lapharm . EVi’.- Haup;tﬂPharma . Swiz-ss Ceps . SwﬁssCu ;"I'om-mler 1/1



C.P.M. ContractPharma GmbH & Co. KG

aenova

Certificate of analysis

cle: 0-22225-00 Test procedure:  PV17/16100/06 ‘
Finalgon Wirmecreme Stark 35g RuBland |
Lot: int. Batch: Int. batch of bulk:
117236 1878160002 1878170002
Date of Manufacture: Expiry date: Batch size:
10.09.2019 09 2022 1000kg

Appearance visual soft, white or faintly beige- complles CPM
¢oloured, homogenous

Identity PSVA Ph. Eur current Rfvalue and reiamlon ﬂrne complies CPM
lssue, 2. 2 29, corresponding to standard

HPLC

Identity NSBE Ph. Eur,, curent  Rf value and relenilon tme  complies | CPM
issue, 2.2.29, coresponding to standard
HPLC

i izl ; AN iy R
ntt§$o ; &1d retantion ime
‘b i ﬁmﬁﬁﬂﬂfgnﬁndard
R S e i ‘ & g
Identlty Sorbic acid Ph. Eur., current  Rf value and retention time complies CPM
lssue, 2.2.29, corresponding to standard

HPLC

Degradation: Nicotinic Ph Eur ,current  max. 1,0% 01% CPM

acld issue, 2. 2. 29,

HPLC

radatlon Bl 1125421 Ph Eur..currenl maxO&% nd. ' CPM
isaue, 2.2.29, P
HPLC

Deg
XX

Certificate 0000225122 Created 18.10.2019 Page / Pages 1/2




C.P.M. ContractPharma GmbH & Co. KG

aenova
Certificate of analysis

Article: 0-22225-00 Test procedure:  PV17/18100/06 |
Finalgon Wirmecreme Stark 35g Ruiland ‘
Lot; Int. Batch: Int. batch of bulk:
7235 1878160002 1878170002
Date of Manufacture: Expiry date: Batch size:
10.09.2019 09 2022 | 1000kg

G
o

This document was generated electronically and Is valid without signature.

Cortificate 0000225122

Created 18.10.2019

Page / Pages 2/2




C P.M. ContractPharma GmbH & Co. KG

aenova
Certificate of analysis
Artice: 01610000 Test procedure:  PV17/16100/06 ]
(CRE Finalgon Creme
Int. Bafch: Int. batch of bulk:

" 1878170002 '

Date of Manufacture: Expiry date:

10.09.2019 i 08.10.2019

Appearance visual soft, white or faintly beige- complies CPM
coloured, homogenous
cream

This document was generated electronically and is valid without signature.

Cortificate 0000224508 Created 13.00.2019 Page / Pages 1/1



