AEKJIAPAIIUSL O COOTBETCTBUA

AEKJIAPAHT, IIPHHHMAIOI M JEKJAPAIIUIO O COOTBETCTBUHU

AO "Canogpu Poccun”

Ceedenusn o pezucmpayuu opzanusayuu. Meacpaiionnan uncnexyun @edepanvhosi nanozoeoii cayxcbor Mo 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenun OIPH 19.08.2002.

Aopec: 125009, 2. Mocxsa, yn. Teepckan, 0. 22. Tenedhon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanonetii oupexmop Monac O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

3ASABJSET, UTO

Aexapcmeentoe cpeocmeo. Punanzon, Kpem 01 HAPYHCHO20 npumenerus 35 2, myb6ui aniomunuesvie (1), nauxu
Kxapmonnuvie, PY Ne JI[1-004248 om 17.04.2017 (0ama 3amers: 17.07.2017) evidano AQ "Canogpu Poccun”,
cepun IG7114, napmus 28195 ynaxoeox, zedex do 01.07.2022, npouseodcmea C.II.M. Konmpaxm®apma Tm6X
u Ko.KT', I'epmanun, C.PM. ContractPharma GmbH & Co. KG, Fruhlingstrasse 7, 83620 Feldkirchen-
Westerham, Germany, koo OKIT[I2 21.20.10.224, koo TH B 3004900002, kormpaxm Ne 250/40056192/F-2
om 20.10.2010, uneoiic Ne 9085345015 om 27.08.2019

COOTBETCTBYET TPEGOBAHHSIM
JHI-004248-170417 uam. Ne |

AEKJIAPAITUA IIPHHSATA HA OCHOBAHUH
npomoxon ucnsimanuii Ne 27540 om 04.09.2019 HJT 000 HI] "®APMOFOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21®PJI40, Cepmugpuxam POCC DE.dMO8.C47452 om 04.09.2019

AATA IIPHHSTHA AEKJAPAIIMH 04.09.2019
NERARPA RIS NEHCTBUTEILHA 10 01.07.2022

Cremnanos C.C.
Chb D.U.0
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"z CBEJAEHHMS O PETHICTPAIIAH

OPI'AH 110 CEPTHO®WKAIIAH, 3APETHCTPHPOBABIIHIA JTEKJIAPALTHIO

RA.RU. 11 ®M08 OPI4H ITO CEPTH®HKALIHH ITPOIYKI[HH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYIKHOH IIEHTP KOHTPOJISI KAYECTBA",

aopec opzanwsayuu: 115280, . Mocksa, yn. Macmepxosa, 0. 4, sm. 5, nom. I xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxoea, 0. 4, sm. 5., men. (495)788-02-88, seb-
catim: oykr.pep.

AEKJIAPAITMS O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU JJ-DE. ®M08.A.35230/19
JATA PETMCTPALIUHA 04.09.2019
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CEPTHOHMKAT COOTBETCTRIS

Hassanme u anpec nponssoacteensol TIOMAKH:

ILILM. Kontpaxr®apma I'm6X 1 Ko, KT
Dproauurmrpacce 7

D-83620 ®eavaknpxen-Becrepxam - I epMAHHA
Peracrpanuonnniii HOMeD:
DE_BY_04_MIA_2016_0138 Homep ceprudnrara
GMP: DE BY 04 GMP 2016 0130

Ha3BaHHe NPOAYKTa

®PuHaNroH, KpeM A HapY:KHOr0 NpuMeHeHNnd, 35 r

PCID

JlO3MpPOBKA/aKTHBHOCTE B emmHHuE
JI03b1

1,7 mr, 10,8 mr/1r KpeMa HOHHBaMMJ, HEKOGOKCHN

Crpana-umnoprep Poccns
Ne cepuu 1G7114

I Homep peructpannonHoro | JII1-004248
yHoCcTOBepeHus
Cepus Hepac)acoBaHHOTO HpomykTa | 1851350002
(BHyTpeHHs)
CepHA mpoaykTa (BHYTPEHHS) 1851330002
Konuuectso ynakxorok 28 195
J1aTa IPOM3BOJICTRA 10.07.2019
Cpok roguocTn 07.2022
Pernament npoussoacrea HV 12/16100/04
Pernament uenvrranuit PV 17/16100/06
Homep Matepuana (BHYTpeHHHIT) 0-22225-00
Kox Bix -
Ileppuanas ynaxoeka Tyba

Hacrosumm s noateepxaio, ato NIpEACTABIICHHAA BbIIlle HHGOPMALHA ABISETCA MOLMHHHON X TOYROL. JaHnan
Cepns npenapara Gbina HITOTOBNEHA, BKIIOYad YNaKOBKY/MapKHPOBKY H KOHTPOJb KadecTBa, Ha ykasaHHoli Bhlme
nnomanke(ax) B MOIHOM COOTBETCTBHH ¢ TpeGoBammamMi  Hannexamedt NPOH3BONCTBEHHON npakTuku (GMP)
MECTHOTO KOHTPOIHPYIOWIETO OPraHa H B COOTBETCTBHU co Creuu(HKaLHAMH, YKA3AHHEIMH B PETHCTPALHOHHOM
YAOCTOBEPEHHH CTpaHeI-UMIIOpTepa. OTueTh mo WSTOTORNEHMIO, YNAKOBKE ¥ aHANK3y cepHil Gbiay NIPOBEPEHE! H
TIPH3HAHBI COOTBETCTBYIOINMMH TpeGoBaHIAM npasun GMP,

Buinymieno wis nponaxu:
[X] Her otknonenwii

[ ] Orknonense (oTvet 06 oTknoHEHNTX TIpHJIaraeTcs)

Ipumeqanmus:
Dr. Horst Sollinger

YnonHoMo9eHHoE AHIO:

da [x]

Honmcs

Her [ ]

Mloanuck/

Ynenws Aenova Group

C.P-M. * Dragenopharm * EVP » Haupt Pharma  Swiss Caps * SwissCo » Temmler
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Ceprudukar anannza
[Ipoaykr: 0-22225-00 Metommxa PV17/16100/06
HCTILITAHHUA:
PHHAINOH, KPeM A5 HapY’KHOT0 NpUMeHeHus, 351, Poccus

Cepus: Buytpennsas cepus; BuyTpennss cepus
Hepacd)acosanﬂor O IPOAYKTA:
1G7114 1851330002 1851350002
Jata npouspoacrea: Cpok rozroctu: Pasmep cepuu:
10.07.2019 07.2022 1000 xr
Toxazarens Meroauxa Hopma S PesynbTar HcronHuk
Omicanne BH3yanbHas OLeHka  MArkuH, Genoro unu COOTBETCTBYET CPM
6nenro-6exesoro
LIBET&, NOMOTeHHBIIt
KpeM
3amax Esp. ®apm., cneundmeckuii cooTeeTcTBYeT  CPM
IelcTeyrollee
H3naHue, 2.3.4
Bocnpoussogumocts AnanutHueckas 7.0-110cm 7.0 cm CPM
METOAHKA
Tloaauunocts PSVA Esp. ®apm., 3uavenne Rfuspems  nonowwuremuuii  CPM
nelcTByrolmee YHEPKHBAHWA Ha pe3yneTat
H3nauue, 2.2.27, XpOMaTorpamMme
TCX HCTIWTYEMOro
pacTteopa
COOTBETCTBYeET
3HavyeHmo Rf n
BPEMEHH YAepKHBAHNS
Ha XpoMarorpamme
CTaHAapTHOTO
pacTeopa
IonnuxHocTs PSVA Esp. ®apm., 3uavenne Rfmspems  nonoxmuremmsii  CPM
neiHcTByomee YAEDKHBAHAR Ha Ppe3yaABTaT
M3faHue, 2.2.29, XpoMaTorpaMme
BIXX HCIILITYEMOTO
pacTBopa
COOTBETCTBYET
3Havekmo Rf u
BPEMEHH YAepKUBAHUA
Ha XpoMaTorpamMme
CTaHIapTHOrO
pacTeopa
IoanusHocTs NSBE Esp. ®apm., 3uauenue Rfuspema  nonoxwrensinii  CPM
IeficTyiouiee YHEPXHBAHNA Ha pesynsTar
H3iaHKe, 2.2.27, XpoMaTorpamme
TCX HCIBITYEMOTO
pacTeopa
COOTBETCTBYET
3HaueHmo Rf u
BPEMEHH YACPKHBAHMN
Ha XpOMaTorpaMme
CTAHAAPTHOTO
PacTBOpa
Hozmunocts NSBE Esp. Bapm., 3uavenve Rf n Bpems
IelicTryromee YAepKHBaHUS Ha
H3faHue, 2.2.29, XpoMaTorpamme
Ceprugmikar 0000223727 Cosnan 31.07.2019
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Ceprudnxar anannsa
ponyxr: 0-22225-00 Metomixa PV17/16100/06
HCTIBITAHHA:
PUHHANIOH, KpeM AJIs HAPYKHOT0 HpUMeHeHHs, 35 r, Poccnsa

Cepus: BuyTpeHHsa cephs: Buytpennss cepus
Hepac(hacoBaHHOTO NPOIYKTA:
1G7114 1851330002 1851350002
I{a‘ra TIPOHM3BOJICTRA: C])OK TOJHOCTH: P a3MEp CCPHH:
10.07.2019 07.2022 1000 xr
Toxazarens MeTonuka Hopma Pesynirar Hceroynnk
BIXX HCIBITYeMoro
pacTeopa
COOTBETCTaYET
3Haveuino Rf n
BPEMEHH YIEPKHBAHIA
Ha XpoMatorpamme
CTaHIapTHOrO
pacTaopa
HNoanunnocts Eap. ®apm,, Suavenue RfuBpems  monowurensmuii  CPM
COpOMHOBOI KHCJIOTHI neicTByIoInEe YAeDKHBAHHS Ha pesyarTar
H3lauHne, 2.2.27, XPOMAarorpamme
TCX HCTLITYEMOro
pacTeopa
COOTBETCTBYET
3HaueHwo Rf u
BPEMEHH YIEPAHBAHHA
Ha XpoMarorpaMme
CTaHAapPTHOTO
pacTBopa
NMozauanocTs Esp. ®apm., 3Havenue Rf y BpeMA nonoxurensueiii CPM
COPOHHOBOI KMCIOTEI IeicTBytonee YAepKHBAHNA Ha pe3yasTar
H3naHue, 2.2.29, XpoMarorpamMme
BIXX HCNBLITYeMOro
pacTsopa
COOTBETCTRYET
3HayeHmo Rf u
BPEMEHH YAepKHBAHHSA
Ha XpoMarorpamMme
CTaHHAPTHOrO
pacTeopa
Kommectpenroe Ezp. Gapm., 161,5-178,5mr/100 1 164,3 Mr/100 T CPM
onpenencHue heicTByIOmEE
HoHHBamuza (PSVA) n3nanue, 2.2.29,
B3XX
Konmectaernoe - Esp. ®apw., 1,0260 - 1,0740 /100 r CPM
onpeaeneHne IelicTaviomes 1,1340 r/100 r
HukoBokcuna (NSBE) W3naHe, 2.2.29,
B3OXX
Konmaecteennoe Esp. ®apm., 180,0 - 220,0 Mr/100 T 199,0 Mr/100 1
onpeneneHte neficTRylomee 00

copGUHOBOI KHCIOTHI

TpomykTs! pacnaga:
HHKOTHHOBAA KHCNOTA

Ceprruxar 0000223727

H3ganme, 2.2.29,
BIXX

Epp. ®apm.,
AeiicTBywommee
Usnanue, 2.2,.20,

Cosaan 31.07.2019

He Sonee 1,0 %




LLTLM. Kontpakr®apma I'm6X 1 Ko. KI"

Ceprudukar ananusa
Hponyxr: 0-22225-00 Meronuxa PV17/16100/06
HCITHITARHA:
DOunanrom, kpem nias HapyXHOro npuMeHenns, 35, Poccus

EPOXCKEBBIX U
ILNECHEBLIX rpHbOB
(TYMC)
MukpoGronormmeckan
9HCTOTA, 5. aureus

MuxkpoGuoneruueckan
9HCTOTA, PS. aeruginosa

Pasmep cepru

Haxsbiit noxyMeHT cocrarsien SJICKTPOHHBIM COCOG0M K peiicTBHTeNeH Ge3

Cepruduxar 0000223727

H3JaHne, 2.6.12

Erp. ®apm., OTCYTCTBYETRB I r
neHcTByromee

u3naHue, 2.6.13

Esp. ®apm., OTCYTCTBYETB | 1
IelicTByioniee

H3daHue, 2.6.13

Cosaan 31.07.2019

Cepus: Baytpennss cepus: Buyrpennsas cepus
Hepac(acoBaHHOTO NPOYKTA:
1G7114 1851330002 1851350002
,I[a'ra NIPOH3BOACTEA: CpOK TOOHOCTY; PaaMep CCpHH:
10.07.2019 07.2022 1000 xr
' Iokasarens Metonuka Hopma Pesynuar Hcroanux

B3AX
TpomyxTr pachana: Enp. dapm,, He Gonee 1,0 % 03% CPM
BI 1125420 nelicTRyomee

H3naHue, 2.2.29,

B3XX
Ipomykry pacnana: Esp. ®apm., He Gonee 0.5 % B.0 CPM
BI'1125421 AeficTByIOMmeE

H3janue, 2.2.29,

B3XX
IpoxykThi pacnapa: EBp. ®apm., ne Gonee 0,2 % 0,2 % CPM
€NMHUYHBIE IelcTeyiowmee
HeHAEHTHPHLMPOBAHHEIE H3laHue, 2.2.29,
NPOAYKTE! paciana B3XKX
IlpoaykTh pacnana: Esp. ®apm., He Bonee 2,5 % 1,1 % CPM
CyMMa BCEX IPOAYKTOB  AelicTBylolmee
pacnana M3nauue, 2.2.29,

B3XX
Hanonuenne, B3BEITHBaHNE HOMMHaIBLHOE 3521r CPM
KOJIHYEeCTBO 3HAYEHHE HANONHEHAR

Q:350r

Hanonnenne, B3BEMIHBAHHE MHHYC OTKNOHEHHE X!  AHHYNHPOBAHO CPM
KONHYECTRO 3,15r
Muxpo6Honoriueckas Esp. ®apwm., He Gonee 10° KOE/r 2HHYA¥poBaHO  LA4S
YHCTOTA - 00Ilee YHCNO  AeficTBYyIOIee
a3poBHEIX HM3saHne, 2.6.12
MHKPOOPraHH3MOB
(TAMC)
MukpoGuosormeckan Esp. ®apm., He Gonee 10 KOE/r aHHynupoBaHo  L+S
9HCTOTA - 00Inee aucno  pelfcTayromee

AHHYJIHPOBAHO L+8

&HHYJIMpPOBAHO L+S

1000 kr oo CPRy,
A _:"=:.-_-;'D :




IL.ILM. Kontpaxr®apma I'm6X u Ko. KT
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Cepraduxar anannia
Iponyxr: 0-16100-00 Meronnxa PV17/16100/06
HCITHITARM S
PuHANTOH KpeM
BuyTpennsas cepus: BryTpenuss cepus
Hepac(acoBaHHOTO MPOAYKTA:
1851350002
Hata npoussonctsa: Cpoxk roanocru:
10.07.2019 07.08.2019
Toxkasarens Meronuka Hopma ! Pesymstar Heroannk
Onmucanue BU3yanbHax oleHKa  MATkuil, 6enoro win COOTBETCTRYET CPM

6neano-6exenoro
LiBeTa, FrOMOIeHHLI

KpeM
3amax Esp. ®apm., cneunduyeckut cootetctByer  CPM
Aeficreyiomee
n3nanue, 2.3.4
BLIXOJ NPoayKTa BIBCIIMBAHME 97,5-101,0% 99,8 % CPM
BLIXOZ NPOAYKTA B3BENIHBaHHE 998.0 CPM

Hannbiii nokyment cocrasnen INEKTPOHHBIM cnocofoM M AcicTBHTenel Be3 moamucy.

Ceprutdnkar 0000223301 Co3nan 16.07.2019




Name and address of the manufacturing site:

CERTIFICATE OF CONFORMANCE Friblingenasse 7 OoH & Co-KG
Suthorzaton Namoor: BB . oS 0158
GMP-Cortificate Number: DE_BY_04_GMP_2016_0130

i product name Finalgon Wiirmecreme stark 35g

PCID o

Strength/Potency per unit dose o 1,7mg, 10.8mg / 1g Creme Nonivamid, Nicoboxii

Importing country RuBland

batch no 167114

" Marketing Authorization Namber LP-00424K_

bulk batch (internal) o 1851350002

product batch (internal) 1851330002

No. of packages 28 195

date of manufacture 10.07.2019

___Expiry date 07 2022

Manufécturing Specification ‘_HV 12/16100/04 ___|

Testing Specification PV 1;;16100:'06 N

Material number (internal) 0-22225-00

Bix-C;ade -

f Primary packaging tube B

Released for distribution:
‘Ao deviation
o] Devlation- {deviation report is enclosed)
Remarks:
Dr. Horst Sollinger

Qualified person:

= | hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality controf at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifica i i

Processing, packaging and analysis records were reviewad and found to be in compliance with GMP.

yes [x] no [ ]

Sign.

M nmbm'a_-_ ot the Aehova Group

GC.PM. « Draéenopharm - E\;‘P.‘. Haupt Phsrma-SwfssCup_s*Sw:sch-v .-.Tem.rl.l_l.er .

Date: 54‘ ?'4$




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

g, Aenova

Certificate of analysis

Article: 0-22225-00 Test procedure:  PV17/16100/06
Finalgon Wiirmecreme Stark 35g RuBland

Lot: int, Batch: Int. batch of bulk:
1G7114 1851330002 1851350002
Date of Manufacture: Expiry date: Batch size:
10.07.2019 - 107 2022 1000 kg

visuzl soft, while or fainlly beige- fies CPM
coloured, homogenous ™

"

:“'F.-:.t[uir'fﬁ i R 1k } oy o~
ey i : i

s " bl
Identity PSVA F'h Eur., ml‘l Rl‘valmlnd rﬂirliuniin-

issue, 2.2.29, corresponding to standard
HPLC

Identlly NSBE Pt O it B postve oM

issLe, 2.129. cofrespanding to standard

HFLC

F'h. Eﬂr uumam Hfuiwlndmrﬂmlimt
:uu&.2229 corresponding to standand

Ph Eur,, curmrent

1,0260 - 1,1340 o/100g
issue, 2.2.29,

mm BI1125421 Ph. Eur, curent  max 0.5% nd
Issua, 2.2.29.
HPLC

Certificats 0000223727 Created 31.07.2019 Page / Pages 1/



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

aenova
Certificate of analysis

Article: 0-22225-00 Test procedure.  PV47/16100/06 |

Finalgon Wirmecreme Stark 35g RuBland

Lot: Int. Batch; Int. batch of butk:

1G7114 1851330002 1851350002

Date of Manufacture: Expiry date: Batch size:

10.07.2019 07 2022 1000 kg

Ph. Eur., current  max. 0,29
lssun, 2.2.26,
HFLC

issus, 26,12

o

Ph.Eur., curent
Issum, 26.13

| Lo P PR B TV o S
} Gt

This document was generated elsctronically and Is valid without signature.

Ceificate 0000223727 Created 31.07.2019




C.P.M. ContraciPharma GmbH & Co. K3

Certificate of analysis

Artice: 0-16100-00 Test procedure:  PV17/16100/06 i

CRE Finalgon Creme ) |
Int. Batch: int. batch of bulk: ‘
1851350002 |

Date of Manufacture: Expiry date:

10.07.2019 07.08.2019

ST

Appearance visual soft, white or faintly beige- compllies CPM

coloured, homoganous
¢ream

i ﬁﬂ S

i -.E-.fﬁﬂr i

production yleld-

I\Hﬂghing :
Tl ey o
L

This document was ganeraled alactronically and is valid without signature.

Certificate 0000223301 Created 16.07.2018 Page / Pages 1/1




