AEKJIAPATIISA O COOTBETCTBHUHA

AEKJAPAHT, TPHHUMAIOUIHHA JEKJAPAIIMIO O COOTBETCTBHU

AO "Canogu Poccua"

3apezucmpupoeano : Mesicpationnas uncnexyua MHC Poccuu Ne39 no 2 Mockee OFPH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mockea, ya. Teepcras, . 22. Tenepon:8 (495) 721-14-00

B nuye: I'enepanvubiit dupexmop Adaman H.B.

Hosepennoe auyo: Cmenanos C.C., dosepennocme 6/1 om 01.12.2017

SAABJBIET, UTO

AEKAPCMGERHOE CPEOCMBO. DPunanzoH, Mass Oas HAPYIKHOZ0 npumenenus 20 &, mybu amomunueswre (1), 6 komniexme ¢
ARNIURGMOPOM, nayku kapmonuvie, PY Ne [T NOI5513/01 om 27.01.2009 (dama samenwr 02.08.2017) gudano AO
"Canogpu Poccun", cepun 16224, napmus 39390 ynaxosox, zoden do 01 07.2022, npouseodcemea Tobogdapm
papmayoimuue Hpodykmeonc yrd Xandersczezembuadm méx, Agempus, Globopharm Pharmazeutische
Produktions- und Handelsgesellschaft mbH, Breitenfurtersir. 251, A-1230 Vienna, Austria, / Bepuneep Huzenoxaiim
Dapma 10X & Ko KI', I'epmanus, Boehringer Ingelheim Pharma GmbH & Co.KG, Binger Strasse 173, 55216
Ingelheim am Rhein, Germany, koo OKIIA2 21.20.10.224, koo TH B3 3004900002, ronmpaxm Ne 250/40056192/F-2
| om 20.10.2010, ungoiic Ne 9085304682 om 03.09.2018

| COOTBETCTBYET TPEGOBAHHUSM

IIN0I5513/01-050210 uznm, Ne -6

JAEKJTAPAITUS IIPUHSITA HA OCHOBAHHU

npomoxon ucneimanuu Ne 2633 0 om 12.09.2018 HII OO0 HIJ "®@APMOFOPOHA" ammecmam
akxpedumayuu POCC RU.0001.21®JI40, Cepmughuram POCC DE. OMOS.C22684 om 12.09.2018

SAPAIIIN 73.09.2018
LIBHA O 01.07.2022

Crenauos C.C.
0.0

CBE/JIEHUSI O PETUCTPAIIMN

| OPIAH IO CEPTHOHKANIMH, 3SAPETMUCTPHPOBABIII W JEKJIAPAITHIO
| RA.RU1IQM08 OPIAH [10 CEPTHOHKALIHH TPOUYKLHH OBIECTBO C OTPAHHYEHHOH
|| OTBETCTBEHHOCTBIO "OKPYKHOH JEHTP KOHTPOJIS KAYECTBA",
| adpec opzanusayuu: 115280, 2. Mocxkea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, y. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, ge6-
caiim. oyrx.pa.
AEKJIAPAIIUSA O COOTBETCTBUU 3APETHCTPUPOBAHA A POCC RU M-DE.@M08.4.00627/18
A Tﬁ;’?ﬁgggfmﬂﬂ 13.09.2018
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SANOFI
I'nobodapm ®apmanoiitumme Ipogykroonc
vy Xaunencresensinadr m6X, 1230 Bena,
Bpaiirendyprep mrpacce 251
CEPTHOUKAT AHAJIM3A

PHUHAJTOH Masb 1518 HapyXHOro OpHEMEHEeHHs
Cepus: 16224

Ilpousgenen: 01/07/2018
lomen mo:  07/2022

HIIIN015513/01-050210

HOKA3ZATEJIN HOPMEI PE3VJILTATHI
Onucaune floutn GecuseTHas wnm cnerxa KopuuHesaras, | CoorBercTByeT
Npo3payHas AU NonynpospayHas, ORHOPOAHas
roMoreHHas Masb
3anax 3anax UMTpPOHeNNoBoro Macna CooTeetcTByeT
KoHeucTeHyma 4,0-7,0cMm 5,6 ¢cM
HaenTuduraums (TCX)
- Honusamug, (= PSVA) CooTseTcTsyet craHgapry CooTeetcTBYET
- Hukobokenn (=NSBE) CooTBetcTBYET CTaHaapty CooTeetcroyer
- CopBunHoBas kucnota CooTBeTCTBYET CTaHRapTY CooTeetcTBYET
MaeHtndmkaums (BIXHKX)
- Honmeamug (= PSVA) CooTBeTCTBYET CTaHgapty CooTeeTCTBYET
- Hukobokenn (=NSBE) CooTeeTcTByeT cTangapty CooTseTcTRYET
- CopbuvHoBas kuciota Cooteetcrayer crangapry CooTgercrayeT
KonuuecrsenHoe onpegenenme (B3XKX)
- HoHusamup (= PSVA) 038-~-042r/100r 0,41r/100Tr
- HukobBokecun (=NSBE) 2,37-263r/100r 256r/100r
- CopBuHoBas kucnoTa 0,180-0,220r/100r 0,201 r/100Tr
flocToporxKe npuMeck (BIXX)
- HukoTuHoBas kucnoTa He bonee yeM 0,55 % <0,10 %

Hacrogmum {IOATBEPAIA0, YTO BBILEYKA33HHAS HHDOPMAIIHA SBISeTCH A0CTOBREPHOH W npaBuneHOH, Jannas
CCPHiL JIEKapCTBERHOTO CPEACTBA IPOM3BEACHa, BKTIONAs YIAKOBKY ¥ KOHTPOML KayecTsa, B YKa3aHHOM BBbIIE
MECTE B IIONHOM COOTBETCTBHM C TpeGosannamu EU-GMP u crieumdmxaumsy, 38PErUCTPHPOBAHHEIM B
BLILICYKa3aHHON HMIOPTHPYIOIIEH cTpaKe.,

O14eTs! 0 IPOM3BOACTBE, YNAKOBKE H KOHTPOAE KAYecTsa Ccepyy HbUTH TIPOBEPEHB! H IPH3HAHEL
COOTBETCTBYIOLIMMH Tpeborammsm GMP.

Pemenne: Boinymen 11/07/2018 Ynomomouertoe auuo: Dr. Sonja Puz

AO «Canotw Poccuas
tomer: 125009, Mockaa, va, Trenckas, 27, Tew: i407: ™0 1 COUTY N wwvewsanofiru



: . - QUALITY CONTROL . fon J
CERTIFICATE OF ANALYS[S  Globophamm,  Pharmszeufische  Produktions-  &in
. " -HardelsgesmbH, 1230 Wien, Breiterfurierstr. 251 Yel.|
FINISHEDPRODUCT i3 (o7 803 1727, Fax »43 (o)1 805 1727 372
o ' : uww.globopnann.at. E-mall: o!ﬁee@giubophaﬁn.at -

":Z,:ﬁ BamN?vsak._ IS TN U e,  .1de o : R
P 16224 07.2022 800023 [FINALGON SBOMGH- QINT TB1 M48 RU  Page 11
R T .-.--Esmmnno,  {Dam of Anysis o =Nooranatms Do Ordertpuany LT e
- L 79802-P510ABO101 ' R

BO0023 - fNosssiaio - osozsp | 02.-04.07.18 | DE 0.”4‘_‘5. g4 '309-0. o] kG
" variation 6 o ‘ - ' s
S " S e pocedure o ﬁs.mmm L 3_1ﬁaems R ,Nonwamlde D4pM00g
2 - 033-TS-FR-D36-05- - : ' IR Sl e
KN 01 0?2018 fo3d7 3.0 02 0? 2018 18224 INicoboxil: 2591000
ool TEST Co © U RESULTS " SPECIFICATION
3 Appearance . . T T complies . JAImost colouriess crshghtiybrowmsh

| N R P ' oW Atransparent or slightly opague, 0o -
- jalmost smooth, homogeneous ointment .

~Jodor SRTEE R MR ] _comphes_ : ; Citronelia Oil

e Cnnsistenc)' L o B6om . owroem

ident:!y(TLC} _ e R S S '

1 Nonivamid (= PSVA) ST .'oomp!ies L Hcorresponding to standard

“Nicoboxi (—-NSBE) N T L complies .- |coresponding to standarg ..
Sorbzcacld e ey ;. -compligs - .- :."::oorrespandiDQmSianda_rd. PRSI,

lde.nt:ty(ﬂPLC) S R R L
<} Nonivamid (= PSVA} .. . S o complies fcomresponding to standard
Nicoboxil ("NSBE) il complies 7 |comesponding to standard
Sobieacid . oo complies . lcomesponding to standard i

- fassay iy SN BT DR e IR

+} Nonivamid {= PSVA) R U041 g/100g -I'."'.':0-33'0‘4291100Q
Nicoboxl (<NSBE) . - . " = ' 286g/100g l237-263g/100g - -
Sorbigacid, ;. ozo1g!1009 . ]0.180-0.220g/100g .

i DegradahonProducts{HPLC) SR T I
' Nicotimca::id S LA e '_:‘_SD,'E_{)%: L et 0.55 %

- YRemarks LT ' ' _ . S ‘Evaiuazm

; filing weight (determined by IPC-Testing): S cbmplies
corresponds to the specified filling weight (20g +- 1 g) :

Qualfied Porsin Glcbepharm : " baie

' ~R, SONJA PUZ
':lju> S 11.07.2018

Attachirient 75.02 to SOP-20-001, valid since 17.04.2018




i ;:?.Certiﬁéaté of Compliance - Confirmation of
~ the partial manufacturing of a medicinal product

| Prodiet  FINALGONSOOMGHONTTB{MéZRU

C swength - Nonivamide: 04g/100g

' Mendictuingdste: . 01.07.2018

- Packagingtype:  C - ube (al) + cap (PE)

5 " Praduct specification: ... 79802-P510AB0101

~'Normative document: - - "NO15513/01 - D50210 Variation 6

ks '.?_f Manufacturing: -0 Manufacturing of ointment, przmary packaglng mto tubes.__ - j'j- S o
e TR T T _;secondarypackagsngmtoprmtedcartonboxes T
.. Manufact. specification: © U 79802-P330AB0101 - - Lo R

H - Method of analysjs: -7+ .. 0 D33.TS-FR-036-05-0347 3.0

.1 Technica Agfee"‘eﬂt .. GLOBOPHARM-BI PKG BilRevDt o
i Man“fa"f“’e’ Sl Globopharm R L T S
. TR S .--..;Pharmazeutasche Produkucns-und Hande[s Gmb[.; G
e 1230 Vienna, BreitenfurterStrasseZS‘! I A
' Menufacturing authorisation: . 480747
j'GMP cernf cate number if; : j iNS-480747 ~D{32 4_905

PRODUGT .7 Prod No MA-Numhar _ - BATCHNO EXPIRY DATE “:e]:::;ts

© . FINALGON 500MG/+ OINT TB1 Md3 RY, B 900053 PNO15513/01 o qg24 ”‘-‘"fw.zozz i 30 300

B N i hereby conﬁrm that the manufactur:ng stages referred to in the Techmcal Qaa!aty Agreement have been carned out in full R
. . compliance with the GMP requirements of the EU and the terms described in the Agreement for ensuring comp]:anoe wuh R
g the requarements of the Marketing Authonsainon{s) as provided by 1he marketmg authorisation ho!der L EA S

o AII raw materiais used have been tested and are in oomplxance wﬁh the requrrements of the testing speclﬁcatuons

* - appliczble, the deviations that occurred during manufactunng and tesfing of the produc: were documented in the baich__ : . Al

B . manufactunng and test:ng records. these have been assessed and found to be acceptabfe

o The___bétch is gpprqu_red_and r_e!eésed_ for delivery to the warehouse of the ca_stom_gr. K

Date: 11072018 S /\‘E G2 o
Lo B . oo " _'.Wuaﬁﬁecj?ers’o

Globopharm, Pharmazeutische Produkiions- und HandelsgesmbH, 1230 Vienna, Breitenfurier Strasee 2514
wmv._g_lcbopham.ag ofiice@globopharm.at, Te!: +43 {0)1 803 1727-0. Fax: DW 372
Attachment 76.04 to SOP-20-001, valid since 17.04.2018




