AEKJIAPALISE O COOTBETCTBUU

1 JEKJIAPAHT, IPHHAMATION{ U JEKJIAPAITHIO O COOTBETCTBHA

| 40 "Canogu Poccus”

1 3apeaucmpupoeano ;. Meacpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockse OFPH 1027739079940 om
| 19.08.2002

| Adpec: 125009, 2. Mocksa, yn. Teepexan, 0. 22. Tenepon:8 (495) 721-14-0G0

B auye: lenepanvueiii dupexmop Adamsn H.B.

| Hosepennoe nuyo: Kaoxoga K0.C., dosepennocmp 6/4 om 01.12.2017

| SASAIBJUIET, UTO

Aexapcmeenoe cpedcmeo: Dunanzo, Kpem OIA HAPYIICHO20 npumMenernus 35 2, myber anomunyecsie (1), nauxu
xapmonnste, PY Ne JIII-004248 om 17.04.2017 (dama 3amenwr 17.07.2017) evidano AQ "Canodhu Poccus",
cepusn HF6396, napmun 28355 ynaxosox, zoden do 01.06.2021, npouseodcmea C.II.M, Konmparm®apma
In6X u Ko KT, I'epmanus, C.PM. ContractPharma GmbH & Co. KG, Fruhlingstrasse 7, 83620 Feldkirchen-
Westerham, Germany, kod OKIIZ2 21.20.10.224, xod TH B3I 3004900002, rormpaxm Ne 250/40056192/F-2
om 20.10.2010, unsoiic Ne 9085303254 om 21.08.2018

COOTBETCTBYET TPEBOBAHUAM

JHI-004248-170417 uzm. No |

JABKTAPATIMSE IPHHATA HA OCHOBAHIM :

npomoxon ucnsimanuti Ne 2503 0 om 29.08.2018 HJT 000 HI] "®APMOEOPOHA " ammecmam
axwpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC DE.BM0O8.C21885 om 29.08.2018

R,
DATATIPHHA TS, TEKJAPATIIH 29,08.2018
JEKTAPATUISL AEHCTBHTETEHA 710 01.06.2021
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CBEJIEHUS O PETHCTPAIIIA

OPTAH 110 CEPTHOMKAIIAHA, 3APETVICTPHPOBABII VT JAEKJITAPAITHIO

RA.RU.11OM08 OPIAH ITO CEPTHOHKALHH ITPOIT YKIHH OBIECTBO C OI' PAHHYEHHOQU
OTBETCTBEHHOCTRIO "OKPYXXHOMH HEHTP KOHTPOJLI KAYECTBA "

adpec opzanuzayuu: 115280, 2. Mockea, ya. Macmepioea, 0. 4, sm. 5, nom. I xom. I, aocpec opzawna no
cepmuguxayuu: 115280, POCCHA, 20pod Mocxksa, yn. Macmepxoea, 0. 4, am. 5., men.-(495)788-02-88, ge6-
caiim: oyxr.peo.
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Cn.In.OMm Koutpaxkr®apma sua Ko, KI©

SANOFI

Ceprudukar ananusa

Hsnemue: 0-22225-00
DUHAJITOH, KpeM 1Sl HAPY/KHOI'0 HpHMenenns, 35 1, Poccus

Hcrerrarensaas npoueaypa: PV17/16100/06

Cepus: HF6396 BH. cepus: BH. cepus Hepacd. npoaykra: 1814940002
1825740001
JlaTa npousBozacTBa: Cpox rogHoCTH: O0ném cepun: 1000 kr
27.06.2018 06.2021
HJL JITT-004248-170417
[Hapamﬂp ]MeTou iCneuuq)mcaunﬂ [Pesyabrar Iiflcroqamcj
Onucanye BH3YaRbHBIH MArKuH, Oenelif uan crerka cooreetctByer CPM
KOpH%HEBaThIH, Npo3payHLIf HITH
NIONYNPOspaYHblil, OAHOPOAHDLI
roMOFeHHbHI KpeM
3anax Esp. ®apm., aeficTByiolieroe XapaktepHpii cooteerctayer CPM
uzganua 2.3.4
Koncucrenuns Henwrrarensuas metomka 7,0 -11,0 om 7.1
Hoanunnoers PSVA  Esp. dapwm., aelicteyiomero 3nauenue Rf u Bpems yaepkusanus coorsercrsyer CPM
u3ganma 2.2.27, TCX OOMXHB COOTBETCTBOBATH CTAHIAPTY
Momunocts PSVA - Enp, ®apm., neficrsyomero 3vauenne Rfn Bpems yaepkusanns  cootBetctsyer CPM
w3nanus 2.2.29, BXKX AOKHBE COOTBETCTROBATH CTAHAAPTY
Nopmsnoets NSBE  Eep. ®apm., aeiicteyiomero 3Hauenue Rf u spema yaepxusanua coorsercreyer CPM
u3makna 2.2.27, TCX JOMKHbI COOTBETCTRORATE CTAHAAPTY
Hoanwnnocts NSBE  Esp. dapwm., neficteyiomero 3uavenne Rf ¥ Bpems yiepxupanua cooTeTctByeT CPM
n3aanng 2.2.29, BOXX AOMKHB COOTBETCTBOBATL CTAHAAPTY
[MoaniHHOCTD Esp. ®apm., neiicreyromero 3nauckve Rf 1 Bpems vaepskusanus  cootsercteyer CPM
copOuHoBOi KHCnoTsl  u3ganng 2.2.27, TCX JOJIKHBL COOTBETCTROBATE CTAHOAPTY
TlommueHOCTE Esp. ®apm., neiicteyromiero 3Hauenue R Bpems yaepxkusanus cooteetcTeyer CPM
copOuHOBOH KUcnoTh  w3manmn 2.2.29, BOXKX JROJIKHB COOTRETCTBOBATh CTAHAAPTY
KonnyecteHHOE Egp. Qapn., zelicreyiomero 161,5 - 178,5 mr/100r 166,5mr/100r CPM
OnpeaeneHne u3nanug 2.2.29, BOXX
HoHuBamuaa (PSVA)
Konuuectsennoe Esp. dapm., aeticteyromero 1,0260 — 1,1340 r/100r 1,0620 r/100r CPM
OTIPENENCHHE winanmg 2.2.29, BOXX
HukobokckHna (NSBE)
KonnuecTeeHHOE Esp. @apm., nedicteyromere  180,0 — 220,0 mr/100r 194,1 mi/100r CPM
OfpeaencHue u3mannd 2.2.29, BOXX

COpPOMHOBON KUCNOTHI

Aapec: 125009, Mocksa, yva. Teeperas.

AQ «Canodn Poceis

22T (493) 7211400 rawe: (4953 721-14 1], waww.sanodtou



SANOFI

Hsnenne: 0-22225-00
OunaJiros, Kpem VIS HApY:KHoro npumenenns, 35 r, Pocens

Henerratensnas npouenypa: PV17/16100/06

Cepus: HF6396 BH. cepus: Ba. cepus nepacd. npoaykra: 1814940002
1825740001
Jata nponssojacTsa: Cpoxk roaHocTs: O6néM cepuu: 1000 kr
27.06.2018 06.2021
HJ1 JIT1-004248-170417
[ﬂapame’rp [Meton aneuuq:uKaum JPesym,TaT [Mcrounnk }
Paznoxenue: Esp. Papm., neiicteyrontero Makc. 1,0 % H.O. CPM
HUKOTHHORAA KUCAOTA w3nanma 2.2.29, BOEKX
Pasnoxenue: Bl Epp. ®apm., pefictayouero makc. 1,0 % 0,6% CPM
1125420 XX n3nanus 2.2.29, BOXX
Paznoxenue; Bl Esp. dapm., pelicteytomero Maxc. 0,5 % H.0. CPM
1125421 XX ussaHua 2.2.29, BOXX
Pasnoxenue: ota, Egp. ®apm., aeilicteyromero Maxc. 0,2 % <0,1 % CPM
HEH3BECTHBIH MpOoAYKT u3nanus 2.2.29, BOXKX
paznokeHns
PaznoxeHue; cymma Esp. ®apm., peficreyiomere makc. 2,5 % 0,7 % CPM
BCEX MMPOAYKTOR n3ganusg 2.2.29, BOXKX
pasnoxenus
Macca HanonneHus B3pemupanue HOMUWHANBHOE HANOIHEHHE 35,181 CPM
Q:350r
Macca ranonuenus B3rewinsanue OTKJIOHeHMe X: 3,151 coorsercteyer CPM

Muxkpobuonoruwyeckas
ypcrora TAMC

Mukpobuonoruueckas
ynuctota TYMC

Muxpobuonorinueckas
YHCTOTA 5. Aureus

Mukpobuonornueckas

Epp. bapMm., seficTByiomero
W3gaHuA 2.6.12

Esp. ®@apm., neitctryromero
u3aanus 2.6,12

Egp. ®apm., peiicTByomero
n3ganng 2.6.13

Erp. @apwm., zefictayiowero

yucrorta Ps. agruginosa m3manMa 2.6.13

[pumeuanue:

makc. 107 koair

Maxkc. 10 Ko/t

OTCYTCTBHE R | |

OTCYTCTBME B 1 T

He NPOBOAHNOCE L+8

He ApoBOAnNOCH L+S

HE NpoBOAMAOCE LAS

He npooauiocs L+S

Hacrosugiii JOKYMEHT DOArOTORNEH AEKTPOHHLIM 00PazoM # ke TpeGyeT 3aRepeHns NOANHCHIO.

26.07.2018

Aapec: 123009, Mocksa, va Teeperan. 220 Tea: (395 721-1400. bake: (493 721-141 1. www sanoliru

Dr, Uwe Reimers

AL «Lanodis Poccisn



Name and addrass of the manufacturing site:
C.P.M. ContractPharma GmbH & Co. KG
CERTIFICATE OF CONFORMANCE Frilhiingstrasse 7
D-83620 Faldkirchen-Westerham - Garmany
Authorization Number: DE_BY_04_MIA_2016_0138
GMP-Certificate Number: DE_BY_04_GMP_2016_0130
product name Finalgon Wirmecreme stark 35g
PciD -
Strength/Potency per unit dose 1,7mg, 10,8mg / 1g Creme Nonivamid, Nicoboxil
Importing country Rullland
batch no : ‘ : HFB366
Marketing Autharization Number LP-004248
butk batch (intemal) : 1824500002
product batch (internal) 1831870002
No. of packages 28 355
date of manufacture 27.06.2018
Expiry date ' 06 2021
Manufacturing Specification HV 12/16100/04
Testing Specification PV 17/16100/06
Material number {internal} 0-22225-00
Bix-Code -
Primary packaging - tube

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packagingftabelling and quality control at the abova mentioned site{s) in fulf compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Autharigation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to bs in compliance with GMP,

XNO deviation

O Deviation (deviation report is enclosed)

Released for distribution: yes [x] no ! ]

Remarké;

Dr. Uwe Reimers

i LY R -
Qualified person; Signature:/({mﬂpme: 26 - ﬁ; ~7 00

<
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C.PM. » Drageropharm « EVP Haupt Pharma » Swiss Caps » SwissCo » Temmiar



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

5 ACN0va
G pf o
Certificate of analysis

Article: 0-22225-00 Test procedure:  PV17i16100/06
Finalgon Wirmecrame Stark 35g RuBland

Lot Int. Batch: Int. batch of bulk:
HF 6396 1831870002 1824500002
Date of Manufacture: Expiry date: Batch size:
27.06.2018 06 2021 1000 kg

Appearance visual . soft, white or faintly beige- complies CPM
colourad, hemogenous
cream

Consistency Test procedurs 70-11,0om 7.1 em CPM

tdentity PSVA Ph. Eur., current  Rf value and retention time positive cPM
lssue, 2.2.28, corespending to standard

Idantity NSBE Ph. Eur., current  Rf value and retention time positive CPM

issue, 2.2.29, corresponding 10 standard

HPLC

227
Ph.Bur,current  Rfvalus and refention time positive
issue, 2.2.29, corresponding to standard

HPLC

Assay Nicoboxil (NSBE)  Ph. Eur, cument  1,0280 - 1,1340 g/100g 1,0620 gr1oog CPM
issue, 2.2.29,

Degradation; Nicotinic Ph. Eur., cument  max. 1,0% n.d. CPM
. acid issue, 2.2.29,

HPLC

Degradation: Bl 1125421 Ph. Eur,, current  max. 0,5% n.d. CPM
XX issue, 2.2.29,
HPLC

Cerilficate 0000216285 Created 26.07.2018 Page / Pages 1/2



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

aenova

Certificate of analysis

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

Lot: Int. Baich: ' Int. batch of bulk:
HF§396 1831870002 1824500002
Date of Manufacture: Expiry date: Batch size:
27.06.2018 06 2021 1000 kg

Degradafion: Ind. Ph. Eur., curent  max. 0.2% 0.1% CPM
unknown degradation issue, 2.2.25,

weighlng nominal filling Q: 35,0 g © CPM

Ph.Eur., curent max. 10 * cfulg void L+S
issue, 26,12 .

Ph.Eur., current agbsentinig void L+S
aurgus issue, 2.6.13

Batch size 1000 kg cPi

This document was generatad clectronically and is valid withcut signature,

Certificate 0000216285 Created 26.07.2018 Page /Pages 2/2



C.P.M. ContractPharma GmbH & Co. KG _ .
acenova
A

Certificate of analysis

Article; 0-16100-00 Test procedure:  PV17M6100/06

CRE Finalgon Creme

Lot Int. Batch: Int. baich of butk:
1824500002 1824500002

Date of Manufacture: ~ |Expiry date:

27.06.2018 25.07.2018

Appearance visual soft, white or faintly beige- complies CPM

coloursd, homogenous
craam

production yiekl welghing 87.5-101,0% 100,0 % CPM

" weighing

This document was generated electronlcally and is valid without signature.

Certificate 0000215572 Croated 29.06.2018 Page / Pages 1/1
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Bochringes Ingatheim
I Bidachem
Cortificate of analysis - Nr° 44787
Product : NONIVAMIDE
Batch n®: 14123743
Tests Resuits Specifications
Appearance: conforms Brown, viscous substance or brown,
crystalline solidified mass.
tdentification:
UV Specirum: conforms Corresponding to reference spectrum.
HPLG retention times: conforms Tha relention time of the principal peak
ohtained with the test sample is the same
as that abtalned with reference standard.
Solubflity: conforms Very soluble in Chloroform, soluble in
: athenol, practically insolubla in water,
Colour of solution: conforms Not more intensely coloured than
reference solution B5.
Ciarlty of solution: conforms Not more opalescent than reference
suspension Il
Related substances (HPLC): .
Vanillylamine: £0,08 % 503%
C8-8VA (Octanoic acld vaniilylamide): £0,058 % £015% .
C10-5VA
{Decanoi¢ acid vanillylamide): 0,08 % <015 %
Dimers:
{Pelargonic acid Divanillylamide); 0,16 % 51.0%
2-Methyl-octanoyl acld vaniliylamide: 012 % =05%
Any other unknown mpurity: 50,05 % £0.10%
Totai impurities: 0,28 % £15%
HPLC Assay: 985 % 97,0 ~ 102,0% {on anhydrous substance}
Residual solvents:
Ethanol: 0 ppmx <5000 ppm
Toluene: 0 ppm =890 ppm
Water confent {(i.F.): 8,05 % s1,0%
Sulphated ash: 0,01 % $0,1%
This product corresponds to : T6 274 1.0
Manufacturing date: December 2014
Redest dats; Becamber 2019 internal Coda: 1636740
BIDACHEM s.p.a /o
Quallity Cantrol
Analytical release date: 21 October 2015 Manager 7L
Dr. T. De Quarti
26. Okt, 269

Bidachem $.p.A. - 8.5, n. 11 {(Padana Superiore}), 8 - 24040 Fornovo 5. Giovanni (BG) - ITALY - Tel. 0363/3552221




Boehtinger Ingelheim
i

Bidachem Nr° 84300
: Certificate of analysis / conformance
Nicoboxil (NSBE)
Batch n® 17123522
Tests Resulfs Specifications
Description: conforms Clear, colourless or light-yellow fiquid
Solubllity: conforms x:grso!mis In ethanol and in ether, very sightly soluble in
Identification:
IR Spectrun: conforms Comesponding to reference specirum
Colour of solution: conforms Not more intensely coloured than reference solution GY4
Clarity of solution: conforms Not fiore opalescent then reference suspension |
Refractive index: 1,480 1,487 - 1,481
Relative density: 1,083 1,081 - 1,086
Absorbanca: 133 A{1%, 1 cm, 283 nm) = 125 - 136
Assay with HCIO, 0.1N: 100,0 % 98,0 - 101,0 % on anhydrous substance
Related substances: '
Ligquld chramatography: -
Nicotinic Acid: 0,09% <£05%
Hydroxyathy? Nicotinate: 0,14% $1,0%
Ethyl Nicotinats: w005% =sS015%
Butyl Nicotinat: <=005% £03%
Any ather unknown Impurity: “<005% £010%
Total impurities: 0.23% St15%
Gas Chromatography:
2-Butoxyethanol: 000% s503%
§=MTHD: 806 % =1,0%
Water content: 001y, <10%
Assay: 1000 % 98,0 - 101,0 % with reference to the anhydrous substance

?dlanufamﬂng dato: Decomber 2017
Retest date: December 2020

Releasa date: ‘94‘/-"-’!’?

This product corresponda to:  T.5.420 1,0

All ths manufaciuring atages of this batch of AP have been carried out in full compliance with the GMP requiremerits
of IGH Q17 and with the requirements of the Marketing Authorisatton.
If prasent, any deviation relatsd fo the batch was handied appropriately.

Internal Codo:

BIDAGHEM S.p.A. %
Quatity Manager

183700

DR G Astont

Vs 01

) FBosHion of e VBEGFR02L S\t haal OMCOC NS R ENBEE_OF XsgNoBE

Eidachem 8.p.A, = 8.8, n. 11 (Padana Superiore), 8 ~ 24840 Formove 8. Giovann! {B3) - ITALY - Tel 0363/3552221

Version Sofware 14,0
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