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CEPTUDUKAT COOTBETCTBUA

HasBaHwue 1 agpec NPon3BoACTBEHHOMN NAOLLAAKN:
C.N.M. KoHTpakt®apma 'mbX & Ko. KI
Fruhlingstrasse 7,

D-83620 Feldkirchen-Westerham, l'epmaHus

Homep asTopusaumn: DE_BY_04_MIA_2020_0119
Homep ceptudmkata GMP: DE BY 04 GMP 2020 0141

HasBaHuWe npoayKTa

®uHanroH kpem 351

PCID

AKTUBHOCTb Ha O4HY 003y

1.7 mr, 10.8 mr / 1r Kpem HoHnsamua, Hnko6okcun

MmnopTupytowas cTpaHa

Poccus

Cepua Ne LA8258
Homep permcTpaunmoHHoOro 1N-004248
y40CTOBEPEHMUA
Cepusa banka (BHyTpeHHUI Homep) | 1931990001
Cepua npoaykTa (BHYTpPEHHUM 1987810001
Homep)
Koanyectso ynakoBoK 27 650
[aTa npoussoacTea 21.01.2021
[aTa ncreyeHma cpoka rogHoCTH 12/2023
CneumduKaumsa Npom3BoaCTBa HV 12/16100/04
npoaykKTa
CneumdurKauma KOHTPONA PV 17/16100/06
npoaykKTa
Homep maTtepuana (BHyTpeHHW) | 0-22225-00
BuKkc-kog --
MepBUYHaAA ynakoBKa Ty6a

HacToAawum s noATBeP:KAat0, YTO BbieyKa3aHHaA MHPOpPMaLMs TOYHas 1 BepHas. ITa cepus
npoaykTa 6blna NponsBeaeHa, BKAOYan YNaKoBKY/MapKMPOBKY M KOHTPO/Ib KauyecTBa Ha
BbILLEYNOMSHYTbIX NMPOM3BOACTBEHHbIX N/IOLLAAKAX B NOJIHOM COOTBETCTBUM C TpeboBaHUaAMM GMP
MECTHbIX OPraHOB 34PaBOOXPaHEHMA U CO cneumduKaLmMen perMcTpaLMoOHHOo YA0CTOBEPEHUS
MMMNOPTUPYIOLLEN CPaHbI. 3anncy No NPOU3BOACTBY, YNaKOBKE M KOHTPOIIO BbIIN NPOCMOTPEHbI U

npu3HaHbl cooTBeTCcTBYOWMMU GMP.

BbinyweHo aAna npoaaxku
0 OTKNOHEHUI HeT

X OTKNoHeHus (oTyeT no

OTKNOHEHMUAM NPUNOXKEH)

MpumeyvaHua:
Op. Horst Solllider
Op. Thorsten Kiefisch
YnonHomo4yeHHoe n1uo

Nalx] Het [ ]

lModnuce

YneHobl AsHoBa rpyn

C.P.M. eDragenophearm e EVP ¢ Haupt Pharma eSwfss Caps ® SwissCo eTemmler
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C.N.M. KoHTpaktdapma MmbX

Ceptudukar aHanmsa

L aenova

Martepwuan Ne: 0-22225-00 Mpoueaypa mcnbiTaHma: PV17/16100/06
®duHanroH Kpem 35r Poccus
Cepwua: BHyTpeHHAA cepua: BHyTpeHHAs cepus 6anka:
LA8258 1987810001 1931990001
[ata nponssoacTsa: fopeH po: Pasmep cepuu:
21.01.2021 12/2023 1000 kr
MapameTp MeTtop Onucanue Pesynbtat MCTOYHMK
. MATKMIA, 6enblii UAKN NoYTH
Onucanue BU3YaNbHbIN o o cooTBeTCcTBYET CPM
6enbli FOMOTeHHbIN Kpem
3anax EBp. Papm. Aencteyiolen XapaKTepHbIN cooTBeTcTByeT CPM
peaakuuu, 2.3.4
KoHcucTeHuuA fpoueAypa nposeAeHua 7.0-110cm 7.5cm CPM
ncNbITaHMA
EBD. DaDM. ACHCTEVIOLLEH OCHOBHOE MATHO M BPeEMS
MopgnnHHOCTL PSVA P- apMm. A yiot yAepHKMBaHUA nonoXutenbHoln | CPM
peaakuuu, 2.2.27, TCX
COOTBETCTBYIOT CTAaHAAPTY
Esp. ®apm. elicTayioleii OCHOBHOE MATHO M BPeEMS
MopgnnHHOCTL PSVA pesaKLmy, 2.2.29, BIKX yAEpPHKMBaAHUA nonoXxutenbHoint | CPM
COOTBETCTBYIOT CTAaHAAPTY
EBD. GapM. ACHCTEVIOLLEH OCHOBHOE MATHO M BPeEMS
MopgnnHHocTb NSBE P- apMm. A yiot yAEpPHKMBaAHUA nonoXutenbHoln | CPM
penakuum, 2.2.27, TCX
COOTBETCTBYIOT CTAHAAPTY
Esp. ®apm. aelicTayioleii OCHOBHOE MATHO M BPeEMS
MopgnnHHocTb NSBE pesaKLmy, 2.2.29, BIKX yAEpPHKMBaAHUA nonoXxutenbHoin | CPM
COOTBETCTBYIOT CTAaHAAPTY
MoAanAnHHOCTb EBp. Papm. aencreytoLLen OCHOBHOE NATHO 1 BpEMA
& . P- apMm. A yiol yAepKMBaHma nosoxuTtenbHoln | CPM
CopbuHoBoM KNCNOTbI | peaakumm, 2.2.27, TCX
COOTBETCTBYIOT CTaHAAPTY
MNoanMHHOCTL Esp. dapm. aeiictaytoweii | 0o OPHOE NATHO M BPEMA
A . P- apMm. A yiotll yAEPKUBAHUA NoNoXUTENbHbIA | CPM
CopbuHoBOM KNCOTbI | pedakuum, 2.2.29, BIKX
COOTBETCTBYIOT CTaHAAPTY
KonunuyectBeHHoe EBD. DaDM. ACHCTBYIOLLEH
onpeaeneHme ep.a . EM '2“2 v éa;l:x 161.5—178.5 mr/100 r 170.9 mr/100r CPM
HoHunsammngaa (PSVA) PEAARLMN, £.2.25,
KonunuyectBeHHoe EBD. DaDM. ACHCTBYIOLLEH
onpeaeneHue ep.a . EM '2“2 2 éa;l:x 1,0260 — 1.1340 r/100r 1.0730 r/100r CPM
Hukobokcuna (NSBE) PEAARLMN, £.2.25,
KonunuyectBeHHoe Esp. ®apm. felicrayioleii
onpe,u,eneHTe benaKLmy, 2.2.29, BIKX 180.0 — 220.0 mr/100r 200.2 mr/100 r CPM
Cop6MHOBOM KMUCNOTDI
MpoayKThbl o o
pasNoXKeHus: Esp. ®apm. AevicTaylolel makc. 1.0 %
pefakunu, 2.2.29, BIXKX
HukoTuHOBaA Kncnota
MpoayKThbI o o
pasnoxeHus: Bl Eipsfasr';‘gmzc;gégﬁsm makc. 1.0 %
1125420 XX peaarn, 2229,
MpoayKThbI o o
pasnoxeHus: Bl Eipsfasr';‘gmzc;gégﬁsm makc. 0.5 %
1125421 XX PeAarLn, £.2.29,
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C.N.M. KoHTpaktdapma MmbX

Ceptudukar aHanmsa

Martepuan Ne: 0-22225-00
®duHanroH Kpem 35r Poccus

Mpoueaypa ucnbitaHna: PV17/16100/06

Cepwua: BHyTpeHHAA cepua: BHyTpeHHAs cepus 6anka:
LA8258 1987810001 1931990001
[ata nponssoacTsa: fopeH po: Pasmep cepuu:
21.01.2021 12/2023 1000 kr
MapameTp MeTtop Onucanue Pesynbtat MCTOYHMK

MpoayKTbl
pasnoXKeHun: EBp. Papm. aencreytoLLen

.0.29 0.19 CPM
HenaeHTMOMUMpPOBAH | pedakuuu, 2.2.29, BOKX MaKe % %
Hble BelLecTBa
MpoayKTbl
Pa3NoXKeHUA: cymma EBp. Papm. aencreytoLLen

.2.59 0.89 CPM
BCEX MPOAYKTOB peaakunu, 2.2.29, BOXKX MaKe % %
pasnoxeHun

7 OBLE )

Macca coaep¥xmmoro B3BeLUMBaHUE ;gn(/)w:Haanbm obvem Q 35.12r CPM
Macca cogepxnmoro B3BelUMBaHUeE OTKNOHeHue: 3.15r cooTBeTCcTBYET CPM
Mukpoburonormueckasa | Esp. dapm. aelictytouleit )

. <
yncrota TAMC peaakumu, 2.6.12 makc. 10 “ KOE/r 10 KOE/r LS
Mukpoburonormueckasa | Esp. dapm. aelicTaytollei

. <
ymncrota TYMC peaakumu, 2.6.12 makc.10 KOE/r 10 KOE/r LS
MuKpobuonoruyeckasa | EBp. ®apm. gencraytoLien oTeyTcTBYeT B 11 cooTseTCTBYeT LS
yncToTa S. aureus pegakumu, 2.6.13
MMKpO6MO}10rMLI‘eCKaﬂ Esp. Papm. pencreytowemn oTeyTcTBYeT B 11 cooTseTCTBYeT LS
yuctoTa S. aeruginoda | pegakuum, 2.6.13
O6bem cepum 1000 Kkr CPM

,ﬂ,aHHbIVI AOKYMEHT CO34aH aBTOMATUYECKN U AEVICTBMTEHGH 6es 3HEKTpOHHOVI noanuncu

Ceptudukar 0000235822
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CERTIFICATE OF CONFORMANCE

Name and address of the manufacturing site:

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

D-83620 Feldkirchen-Westerham — Germany
Authorization Number: DE_BY_04_MIA_2020_0119
GMP-Certificate Number: DE_BY_04_GNMP_2020_0141

product name

£

Finalgon Warmecreme stark 359

PCID

Strength/Potency per unit dose

1,7mg, 10,8mg / 1g Creme Nonivamid, Nicoboxil

Importing couniry RuRland

batch no LAB258
Marketing Authorization Number LP-004248

bulk batch (internal) 1931990001
product batch (internal) 1987810001

No. of packages 27 650

date of manufacture 21.01.2021
Expiry date 12/2023
Manufacturing Specification HV 12/16100/04
Testing Specification PV 17/16100/06
Material number (internal) 0-22225-00
Bix-Code -

Primary packaging tube

| 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 spedifications 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:

O No deviation

™ Deviation (deviation report is enclosed)

Remarks:

O Dr. Horst Sollinger
18.Dr. Thorsten Klefisch

Qualified person:

yes [x] no [ ]

PP CT 80 " CAri

Members of the Aenova Group

C.PM. - Dragé.r;;:pharrn « EVP » Haupt Pharma * Swiss Caps * SwissCo » Temmler
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C.P.M. ContractPharma GmbH

Certificate of analysis

Article:

0-22225-00

Finalgon Warmecreme Stark 35g Russland

Test procedure:

PV17/16100/06

Lot:
LA8258

Int. Batch:
1987810001

int. batch of bulk:

4934980004

KB

Date of Manufacture:
ﬂm .2021

Expiry date;
12/2023

Batch size:
1000 kg

11 A

. 2024

Appearance

Odour e

Consistency

Identity PSVA .

Identity PSVA

Idéntity NSBE - -

|dentity NSBE
ttie;nti_ty'S'orbic adid
Identity Sorbic acid

Assay Nonlvamrde :'
T

Assay Nicoboxil (NSBE)

Assay Sorbic acid

Degradation: Nicotinic
acid

Degradation:

Degradation: Bl 1125421
XX

Certificate 0000235822

P Eur curtent
' f‘_.:lssue 234

o * Ph: Eiir, cuirefit
RIS rssue 2227 ‘E'LC

:‘-Ph Eur current
. igsue, 2227 TLC

Ph. Eur., current

Bh, Eut;; current
< issue; 22,27, TLC

Ph. Eur., current

" PH.Eur: current”.

HPLC

VL PHIBWE, current’
igsus, 2. 2 29,
HPLC: "

‘Ph: Eur curren
‘issue, 2. 2 29
: ~HPLC S

81125420

visual soft, white or faintly beige-
coloured, homogenous

cream

-;ch:ar:'aje'tét'ieti : i

Test procedure 7,0-11,0cm
Rf valiie and retention time

Rf value and retention time
corresponding to standard

Ph Eur., current
issue, 2. 2 29,
HPLC

Rf value and retention time
issue, 2.2.29, corresponding to standard

HPLC

Rf valie and retent:ion trme

Rf value and retention time
issue, 2.2.29, corresponding to standard

HPLC

°H. Eur., ¢ 1,5 < 178,5mg/100g -
issue; 2.2,29, : ERTRI
Ph Eur current 1,0260 - 1,1340 g/100g
issue, 2.2.29,

HPLC

180,0+220,0 mg/100g°

max. 1,0%

Ph Eur current
issue, 2.2.29,
HPLC

S i 1'2;0%

Ph. Eur., current max. 0,5%
issue, 2.2.29,

HPLC

Created 22.04.2021

R valus and retention time posit
correspondrng to: standard et i

corresponding to standard : - '

<01 %

complies

7.5¢cm

- positive
correspondmg fo standard RT

positive

positive

positive:

positive

©irosmeng

1,0730 g/100g

© 2002 mgr00g

n.d.

CPM

CPM

"CPM

CPM

CPM

CPM

"CPM

o

CPM

- CPM

Page /Pages 1/2




C.P.M. ContractPharma GmbH

Certificate of analysis

i aere H?i;

Article: 0-22225-00 Test procedure:  PV17/16100/06

Finalgon Wiarmecreme Stark 35g Russland

Lot: Int. Batch: Int. batch of bulk:

LA8258 1987810001 41931930004 @3

Date of Manufacture: Expiry date: Batch size: 77 APR. 2071
21.01.2021 1212023 1000 kg

Degradation: Ind. Ph. Eur., current max. 0,2% 0,1% CPM

unknown degradation issue, 2.2.29,

products HPLC

Degradation: Sum of all - Ph. Eur., current . . max 2,5% L CPM

‘degradation products: - issue; 2.2:29, e
S HPLC : : : .

Filling quantity welghlng nominal filing Q: 35,0 g 35,12g CPM

Flllmg quantity : --.{'-_-j‘_welghmg i minis'deviation x: 3159 j::compiles cem

Microbial Punty TAMC Ph.Eur., curreni max. 10 ? cfufg < 10 cfulg LS

issue, 2.6.12

Microbial Purity TYMC . Ph.Eur., current - - max___1_o cfulg zqoctig. . LS.
AT e Tiesue 20812 s T e e e e

Microbiological Purity S.  Ph.Eur., current absent in 1 g complies LS

aureus

Mncroblo[oglcal Punty Ps
aerugmosa

Batch size

issue, 2.6.13

Ph}Eu;.ﬁ,:_cu'r‘réﬁ{.j"jﬁﬁéer_ﬁinﬂ g complies i SLS
- _'|ss§1je. 20848 e LE
1000 kg CPM

This document was generated electronically and is valid without signature.

Certificate 0000235822

Created 22.04.2021
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