JEKJIAPAIIUA O COOTBETCTBHHA

JEKJAPAHT, MPHHUMAIOIAHA JEKJIAPAIAIO O COOTBETCTBHH

AO "Canogpu Poccus"

Caedenus o pezucmpayuu opzanuzayuu: Mexcpaiionnan uncnexyua ®edepanvroii Hanozoeoi cayoctvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OFPH 19.08.2002.

Aodpec: 125009, 2. Mocxkea, yn. Teepckan, 0. 22. Tenegon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepansrutii oupexmop Mowndic O.A.

Hoeepennoe puyo: Knoxoea f0.C., dosepennocmv 6/x om 01.12,2017

3AABJIAET, UTO
nexapcmgennoe cpedemeo. Dunanzon, mass OnA HAPYKHCHO20 npumenenun 20 2, mybur aniomunuessie (1), 6

KOMRAEKME ¢ annauKamopoM, hayxu xapmonnste, PY Ne IT NG15513/01 om 27.01.2009 (dama 3amerni
30.08.2018) svidarno AQ "Canogpu Poccun", cepus 16575, napmun 38810 ynaxosox, zo0en 00 31.08.2023,
npouseodcmea Mobodapm dpapmayoiimiaue IIpodyxmuvonc ynd Xandenvceesenpvuiagm moX, Aecmpus,
Globopharm Pharmazeutische Produktions- und Handelsgesellschaft mbH, Breitenfurterstr. 251, A-1230
Vienna, Austria, xod OKIT[2 21.20.10.224, xo0 TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om

20.10.2010, uneoiic Ne 9085350270 om 15.10.2019

COOTBETCTBYET TPEEOBAHMAM
IT NQ15513/01-050210 uam. Me 1-7

AEKJAPAIIAA ITIPHHATA HA OCHOBAHHNH
npomoxon ucnsimanuii No 31430 om 24.10.2019 HJI 000 HI[ "PAPMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21DJI40, Cepmudpuxam POCC AT OM08.C52000 om 24.10.2019

PRI RA TEKXIAPAITAM 24.10.2019

“ T'ﬁg-nnmymm 710 31.08.2023
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CBEJIEHUA O PETHCTPAIHA

OPTAH 11O CEPTHOUKAIIAH, 3APETHCTPHPOBABINHI JEKJIAPAITAIO

RA.RU.11OM08 OPTAH ITO CEPTHOHKAIIHH TPOIYKLHH OBLJECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJIA KAYECTBA",

aodpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, 6e6-
caiim: oyxx.pg.

AEKJIAPAITASA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-AT. DMO08.A.41664/19
24.10.2019
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OTAEJ KOHTPOJIA KAYECTBA
TnoGodapm, dapwanofimmue FlpogykThoHe yun

COOTBETCTRYET YCTaHOBNEHHOH Macce Janonenna (20 r +/-1 )

CEPTHOHKAT AHAJIHIA XanpenpcrerennewadrT  mO6x, 1230 Bena,
G TOTOBOIO MPOIYKTA Epaiirendyprep Whpacce. 251 Ten. +43 (0)1 803
1727, daxe: +43 (01 803 1727 372
www.globopharm.at, 3NEKTPOHHAR nouTa:
office@globopharm.at
Ne cepun Cpok roasocTH MNe Haasanue nponykra
HepacacoBaHHOro uepacdacoeaHHoro
nNpoaykTa 08.2023 npoaykTa Ouuanron 500mr/+ mas TBL M48 RU
16575 900023 Crpannua 1/1
Ne HSV Ne cneundmwxacsu Jarta ananu3a Ne aHanwsa Jakaz/konudectso ME
79802-P510AB0101
900023 11.- 18.09.19 DE 017908 800,0 Kr
N015513/01 -050210
Hara No ananuTnueckol Moctynnenne IMpHmeyvanns Honupamna: 0.4 /100 r
POH3BOACTBA METONHKR obpasua
16575 HukoBokeun: 2,5 r/100r
04.09.2019 033-TS-FR-036-05- 0347 | 05.09.2019
30
NMOKA3ATENDL PE3YJILTAT HOPMA
Onucanue COOTBETCTBYET Moutn GecuseTHan MK Clierka KOpHHHeBaTas,
Npo3payHan WH NOAYNpo3IpayHad, NOUTH
OQHOPOIHAA, TOMOTEHHAA MA3L
3anax COOTBETCTBYET L{HTpOHERNOBOTO MacCNo
Bocnponisognmocts 5.0 cM 4,0-70
Mopnnunocth (MeTogom TCX)
Houueamuz (= PSVA) COOTRETCTBYET BpeMaA YAEPKHBAHUA HA XPOMATOTpaMMe
HCMBITYEMOTO PACTROPA COOTBETCTBYET BPEMEHH
YOCPKHBAHHA HA XPOMATOrPaMME CTAHAAPTHOIO
pacTeopa
Hukoboxkenn (= NSBE) COOTBETCTBYET BpeMA YAEPHKHBAHHA HA XpOMaTOrpaMMe
HCIBITYEMOrQ PacTBOPa COOTBETCTBYET BPEMEHH
YACPKUBAHHA HA XPOMATOrPaMME CTAHAAPTHOLO
pacTsopa
Copbunosan kucnota COOTBETCTBYET BpeMA YACPKHBAHHA HA XPOMATOrpaMme
HCTILITYEMOTO PAacTBOPA COOTBETCTBYET BPEMEHM
YAEPAKHBAHHA HA XPOMATOTPAMME CTAHAAPTHOTD
pacteopa
TMoanusurocts (MeToaom BIIKX)
Houusasmua (= PSVA) COOTBETCTBYET BPEMA YACPKHBAHHA HA XPOMATOrpaMme
HCMNBITYEMOTO PACTBOPA COOTBETCTBYET BPEMEHH
YACPAKHBAHMA HA XPOMATOrPaMME CTaHAAPTHOrO
pacteopa
HuxoGokeun (= NSBE) COOTBETCTBYET BPEMA YACPHHBAHHA HA XPOMATOrpaMmMe
HCMBITYEMOrO PAacTBOPA COOTBETCTBYET BPEMEHH
YACPKHEAHHA HA XPOMATOTPAMME CTAHAAPTHOIO
pactsopa
Cop6unoBad KHCoTa COOTBETCTBYET BPEMA YAEPKHBAHHA HA XPOMATOrPAMME
HCMMTYEMOCO PACTBOPA COOTBETCTBYET BPEMEHH
YAEPHHBAHHA HA XPOMATOTPAMME CTAHAAPTHONO
pacTeopa
KoauuecTeennoe onpeenenne (Metomonm
BAKIX)
Houunsamua (= PSVA) 040 /100 1 0,38-0,42r/100r
Hukobokenn (= NSBE) 249/100 T 2,37-263r/100r
CopOunosad kHCI0Ta 0,199 /100 r 0,180 -0,220 /100 T
{IponykTet pacnana (Metonosm BIWKX)
HukoTHHOBaA KHcnoTa 0,12 % He 6onee 0,55 %
Mpumevata Ouenxa
Macca HaMoMHeHHA (onNpeacneHHan NocpeacTeoM Henbimauui BITK): COOTBETCTBYET

YnonnomouerHoe nuuo « noGodapm»
Moannce/ COHBA A3 (SONJA PUZ)

Hara
19.09,2019

Hpunoxenue 75.02 x COII-20-001, neficTayer ¢ 17.04.2018




CepTHduKaT COOTBETCTBHS - NnoaTBepKIeHHE
YACTHYHOI'0 NPOH3BOACTBA JEKAPCTBEHHORO

npenapara

MNMpogykT:
O6beM ynaKoBKH

Ho3upobeka:

Hara nponsBoacTea:
Homep cepun

TN yakoBku:
[MpoussoncTso:

Pernament npoussoactea:
CneuudHrauus nponykra:
MeToanka aHANH3a:

HopmaTHBHBIT BOKYMEHT:

TexHuueckoe cornauieHue:

®uHanron S00MG/+ masn TB1 M48 RU
20r

Honupamua: 0,4 r/100 r
Huxoboxcnn: 2,5 r/100 r

14.09.2019

16575

Tyba (amomMunmit) + konnavok (I12)

[IpousBoacTBO Ma3u, neppHYHAsA yNakoBka B TyObl, BTOpHYHAA YNAKOBKa B
KapTOHHEBIE KOPOOKH ¢ revyaTsio

79802-P330AB0101

79802-P510ABOI101

033-TS-FR-036-05-0347 3.0

NO0O15513/01 - 050210

GLOBOPHARM-BI PKG -BII Rev-01

IMpoussoautens: I'no6odapm
dapmauoiituwe [poaykTeoHc yHI XaHaenscresemnsmadt mox
1230 Bena, Bpaitrendryprep Lltpacce 251
JIvueH3ua Ha npoHssoacTeo Ne: 480747
Homep ceprupuxara GMP; INS-480747-0024-005
NMPOAYKT Nt npoaykTa Ne MA Ne CEPHH CPOK Konsvecteo
FOMHOCTH  sbinymennbix
€AHHHI
bunanroy S00MG/+ mazs TB1 M4 RU 652338 P NO15513/01 16575 08.2023 38810

KommenTapnit: e

Hacroaluum s noaTBep:kAalo, YTO 3TANb! NPOH3BOACTRA, ONMCAHHBLIE B TEXHHYECKOM COrAIIEHHH No Ka4ecTRy, OblIH
NMPOBEAEHBI B MOJHOM COOTBETCTBHH ¢ TpeGoBanMaAMM npasun Haanexauleit npou3ssoacTeenHoit npaktnki (GMP)
Espocoiosa, a Takke cormacHo cneuudHkaumuaM, onMcaHHsiM B COrfaweHHM no 0HECMEYEHHIO COOTBETCTBHS
TpeGOBaHHAM  PETHCTPAUMOHHOTO  YNOCTOBEpEHHA, NpPENOCTABJIEHHOrO  BiafenblLeM perucTpautoHHOro
YAOCTOBEPEHUA,

Bee ucnonb30BaHHOE Chipbe GBII0 NPOBEPEHO H COOTBETCTRBYET TPEGOBAHUAM CreUH(HKALMIL.

Ecnu MPHMCHHMO, OTKJIOHCHHA, KOTOpbIE HabarooaIHCE BO BpEMA NPOH3BOACTBA M HCNLITAHMA NpPOIOYKTa, 86 [
3aN0KYMCHTHPOBAHBI B OTHETaX MO H3MOTOBJIEHHIO W HCMNBITAHHIO CEpHﬁ, OHH ObINKM OUEHeHE! M TNPH3HAHBI
T[pPHEMIICMBIMH.

Cepml YTBEPKACHA H BBIMYILICHA JUTA JOCTABKH HA CKNaj 3aKa3uHKa.

Hara: 19.09.2019 Moanncy/ COHBA I1A3 (SONJA PUZ)

[Toanues ynonMHOMOYEHHOTO THLA

I'noGodapm, dapmanoiitime INponykreone yrua Xannenscrezennsmadr m6x, 1230 Beua, bpaftrengyprep Lrpacce 251
www.globopharm.at, office@globopharm.at, Ten: +43 (0}1 803 1727-0, dakc: DW372
Mpusorenue 76.06 k COTI-20-001, neitcrayer ¢ 30.01,2019



QUALITY CONTROL
ANAL Globopharm,  Phammazeutische  Produktions-  und
GLWM CERTPISATE oF Hou HandeisgesmbH, 1230 Wien, Breitenfurterstr 251 Tel
FINISHED PRODUCT +43 (0N BO3 1727, Fax +43 (04 803 1727 372
www.globapham.at, E-mall: office@globophanm.at
Bach N Btk | o ot . o o Product
16575 08.2023 900023 |FINALGON 500MG/+ OINT TB1 M48 RU Page 1/1
HSVN Specificaion no, Dute of Anaiysis No. of anslysiy
78802-P510ABO101
800023 NO15513/01 - 050210 11. - 18.00.19 DE 017808 800,0 KG
Variation 8
2] Ay . [Sarmpia incoree Rermeri Nonivamida: 0,4g/100g
033-TS-FR-038-05- : l
04.09.2019 0347 3.0 05.00.2019 18576  {Nicoboxil: 2591009
TEST RESULTS SPECIFICATION
Appearancs complies Almost cofourless or slightly brownish,
transparant or glightly opaque,
almost smooth, hamoganeous cintment
Odor complies Citronella Ol
Consistency 5.1¢cm 4.0tc 7.0 cm
1Identlty (TLC)
Nenivamid (= PSVA) complies corresponding to standard
Nicoboxil (=NSBE) complies corresponding to standard
Sorbic acid complies corresponding to standard
Identity (HPLC)
Nonivamid (= PSVA) complies corresponding to standard
Nicoboxil {=NSBE) complies corresponding to standard
Sorbic acid complies comesponding to standard
Asgaay (HPLC)
Nonivamid (= PSVA) 040g/100g 0.38-042g/100¢
Nicoboxil (=NSBE) 2489g/100¢g 237-2683g/100g
Soarbic acid 0.189g/100¢g 0.180-0.2209/100 g
1Degradﬂon Products (MPLC)
Nicotinic acid 012% nt. 0.55 %
Reenarks Evaiuation
filling weight (determined by IPC-Testing): complies
carresponds to the specified filling weight (20g +/- 1 g)
Crusiified Parson: Globapharm Date
Q Lz DR-SOMAPLZ 19.09.2019

Attachment75.02 to SOP-20-001, valid since 17.04.2018



Globopharm
Phamazsutische Produktions- und
HandelsgesmbH

GL RM 1230 Vienna, Breitenfurter Strasse 251
Phona +43 {011 803 17 27
Manufacturing auth. nr.: 480747
GMP certificate nr.: 480747-0043

Certificate of Compliance - Batch Certificate

PRODUCT: FINALGON 500MG/+ OINT TB1 M48 RU
PACKAGE SIZE: 209
PRIMARY PACKAGE TYPE: Tube (alu) + cap (PE)
STRENGTHPOTENCY: Nonivamlgo: 049/100g
Nicoboxil: 269/400g
DOSAGE FORM: Semisolld
BATCH NUMBER BULK: e leg75
MANUFACTURING/PACKAGING/TESTING/ Globopharm Phammazeutische Produktions- und HandelsgesmbH,
RELEASING SITE Breftenfurter Strasse 251, 1230 Vienna
ARTICLE NUMBER GLOBOPHARM: 800053
GMID CODE SANOFI: 652338
DESTINATION COUNTRY: Russia
MARKET AUTHORIZATION NUMBER: P N015513/01
NORMATIVE DOCUMENT: NG15513/01 ~ 050210 Variation 6
BATCH NUMBER FINISHED PRODUCT: 16575
DATE OF MANUFACTURE: 04.00.2019
EXPIRY DATE: 08.2023
NO. OF UNITS: 38810

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/abelling and quality contro} at the above mentioned sita{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 or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Deviations have been assessed and documented. The batch is released.

COMMENTS, if any / deviations / out of specification: —

O Dr. Kurt Burghart
# Dr. Sonja Puz Yo 19.09.2019
Signatu ified Pergon Date

Enclosure: Certificate of analysis

Attachment 76.06 1o SOP 20-001, valld since 30.01.2019; Page 1 of 4



