OTAEJ KOHTPOJIA KAYECTBA
CnoGodrapm, apmauoiitiie [lpoaykThoHe yhAa

Copbunoeaa kncnota

MpoaykTel pacnaja (Metoaom BIKX)
HukoTHHOBaA KHenOTA

0.201 r/100 1

023 %

Xangenscresennvwapr  MOX, 1230  BeHa,
G ClP (;)'IT (I)[I;D (;%A[I :OIE;',]::.:.?‘A Bpaiitendyprep Llpacce. 251 Ten. +43 (0)1 803
1727, dakc: +43 {0yl 803 1727 372
www_globopharm.at, MIEKTPOHHAA no4Ta
office @globophari.at
Nu cepiie Cpox roasectH Ne Haspauue npoayxra
HepacdacosaHHoro HepacacoBaHHoTo
NPOAYKTA 09.2023 npoaykTa Dunatron 500mr/+ maie TB1 M48 RU
16726 900023 Crpamisua 1/1
Ne HSV Ne creundmkaunn Nara azannia Ne ananmsa 3akas/konuuecTsO ME
79802-P510AB01IO]
200023 04.- 09.10.19 DE 017941 800.0 KIr
NO15513/01 -050210
Hara N ananHTHUECKOit IMoctynnense [Tpumeyanna Hounsamuz: 0,4 /100 r
NpoH3BOACTBA METONHKH obpazua
16726 HukoGokewn: 2.5 1100 r
01.10.2019 033-TS-FR-036-05- 0347 | 03.10.2019
30
MNOKA3ZATE/Ib PE3YJIbTAT HOPMA
Onuicanne COOTBETCTRYET TMouTH BecupeTHAR KAH CTErKa KOPHYHeBATAN,
Npo3pa4Han vk NOAYNPO3payHad, MOYTH
OQHOPONHAA, TOMOTEHHAA Ma3b
3anax COOTBETCTBYET LluTpouennosoro mMacno
BocnponisoanmocTs 55¢cM 40-70
Moastnnnocrs (meronom TCX)

Hounpasmua (= PSVA) COOTBETCTBYET BPEMA YAEPKHBAHHA HA XPOMATOTPaMME
HCMbITYEMOTO pacraopa COOTBETCTBYET BpPEMEHH
yAepKHBAHHA HA XPOMATOrpaMMe CTAHAAPTHOIO
pacTsopa

HukoGokenn (= NSBE) COOTBETCTBYET BpEMA YNEPKHBAHMA HA XpOMATOTpAMME
HCMBITYEMOIO PAacTBOpd COOTBETCTBYET BPEMCHH
YIepikHBAHHA Ha XPOMATOrPaMMe CTAHAAPTHONO
pacTtaopa

CopOuHOBaA KHCIOTA COOTRETCTRYET BPEMA YAEP/KHBAHHA HA XPOMATOrpaMsMe
HCNILITYEMOTO PacTBOPa COOTBETCTBYET BPEMEHH
YHEPKHBAHNA HA XPOMATOrpaMME CTAHAAPTHOTO
pacteopa

Moaannuoers {(meTozom BIAKX)

Housieamun (= PSVA) COOTBETCTBYET BPEMR YICPKUBAHHE HA XPOMATOrpaMate
HCNBITYEMOrO PACTBOPA COOTBETCTAYET BPEMEHH
YIEPAHBAHHA HA XPOMATOTPaMAIE CTAHNAPTHOTO
pacTeOpa

HukoGokcnn (= NSBE) COOTBETCTBYET BpEMR YOEPKHBAHHA HA XPOMATOrpamMe
HCOBITYEMOTO PaCTBOPA COOTBETCTRYET BPEMEHH
y.uepxmnamm Ha XpoMaTorpaMMe CTaHaapTHOro
pacTeopa

CopOuHosad kucnota COOTBETCTBYET BPEMA YAEPKHBAHHA HA XPOMATOrpanye
HCOBITYEMOTO PACTBOPA COOTBETCTBYET BPEMEHH
YAEPKNBAHHA HA XPOMATOrPamMMe CTaHIaPTHOMO
pacTeopa

KonnuecTBenuoe onpeaencaue (MeTOI0M

BAIX)
Houusastua (= PSVA) 0,41 ¢/100 r 0.38-042 /100
HukoBokcn (= NSBE) 25201000 2.37-2,63 /100

0,180-0.220 /100 1

He Gonee 0.55 %

Mpuveyanns

Macca HanoJtHEHNA (ONpEneneHHAA nocpeacTBOM HenbiTarmit BITK):
COOTBETCTBYET YCTAHOBIEHHOH Macce 3anoaHeHua (20 r +/-1 1)

OueHka
COOTBETCTBYET

Ynonnosouennoe nuo «CnoGodapm»
{Moanuce! COHBA MMA3 (SONJA PUZ)

JHara
11.10.2019

IMpunoxenne 75.02 k COI1-20-001, aciicTayer ¢ 17.04.2018




Cepru(pHKAT COOTBETCTBHS - NoATBEPHIEHNE
YACTHYHOTO NPOH3IBOICTBA JIEKAPCTBCHHOTO

npenaparta

NpoaykT:

O6beM ynakoBxi

Jo3upobka:

Jara nponzsoacTea:
Homep cepun

Tun ynakosxu:
[Tpor3BoncTeo:

PernameHt NMPOH3IBOACTBA:

Cneundukatua npoaykra:

MeToaMka aHanK3a:
HopMaTtuBHbiil nokymenT:

TexHHuecKoe corNalieHke:

dunanrou S00MG/+ maszs TB1 M48 RU
20r

Houusamin: 0,4 r/100 r
Hurkoboxkenn: 2,5 r/100 r

01.10.2019

16726

Tyba (amoMHuHHit) + konnadok (I13)

IMpou3BOACTEO MA3H, NEPBHYHAA YNAKOBKA B Ty0bl, BTOpHYHAS YNAKOBKA B
KapTOHHbIE KOPOOKH C nevwaTsio

79802-P330AB0O10I

79802-P510ABO101

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

NO15513/01 - 050210

GLOBOPHARM-BI PKG -BII Rev-01

[MpousBonurens: I'noGogapm
®apmauoiiTHwe ITpoaykTboHe yHA XaHaenscresemnsinadgt M6x
1230 Bewna, bpaiitendyprep Ltpacce 251
Jivuensua va npoussoacTee Ne: 480747
Homep ceptudmrkara GMP: INS-480747-0024-005
MPOOYKT Ne npoaykTa A MA M CEPITH CPOK KomiyecTeo
FT'OAHOCTH  seinytennsix
. ) o eAunul
Gunanron S00MG/H+ mats TBI M48 RU 652338 P NOI5513/01 16726 09.2023 39080

KommeHTapuit; v

HacToswum s noarsepaale, 4To ITansi NpOH3BO/ACTBA, ONKHCcaHHble B TEXHHUECKOM COMNALICHHHK IO KAYECTBY, ObLny
NpoBefieHbl B NMOAHOM COOTBETCTBHH ¢ TpeDoBaHHaMu mpaBui Haanexxawedt nponssoacteeHHoli npakruky (GMP)
Espocoto3a, a Takke cornacho crneunpHxauHaAM, onmucaHHbIM B CornaieHvd no o6ecneMeHH:0 COOTBETCTBHA
TpeOOBAHUAM  PErHCTPAUMOHKOTO  YAOCTOBEPEHHA, MpENOCTaBleHHOFO  BAAAENLUEM  PECHCTPALHOHHOrO
YIOCTOBEPEHHA.

Bce ucnonb3oBaHHOE chipbe ObLIO NPOBEPEHO U COOTBETCTBYET TPeOOBAHUAM CreUHdHKaLMIL.

Ecnu MPUMEHHMO, OTKIOHCHHA, KOTOPLIC Habmoaanucs Bo BpeMs MPpOH3ROACTBA H HCMBITAHWA NMPOOYKTa, Sk
3a00KYMEHTHUPOBAHEL B OTHETAX MO HIrOTOBNEHHIO H HCNBITAHUK cepuﬁ, OHU OBIAH OUEHEHBI W MPH3HAHLI
NMPpHEMANEMBIMH.

Cepml YTBEPHKICHA H BBIMYLICHA N4 JOCTABKH HA CKMAJ 3aKa3vyHKa.

JaTa: 11.10.2019 fMoanues! COHBA TTA3 (SONJA PUZ)

[Toanucs YNONHOMOY€HHOTO NHLA

I'noBotpaps. Gapmauoiithe Mpouykrsone YHA Xanaeascresennswadt m6x, 1230 Beua, Bpa#ttendyprep Ltpacce 251
www.glabopharm.at, office@globopharm.at, Tea: 443 (0)1 803 1727-0, dakc: DW372
MNpunoxenue 76.06 k CON-20-001, neitctayer ¢ 30.01.2019



QUALITY CONTROL
oLofan A O A P e 3 1o
FINISHED PRODUCT +43 ()1 803 1727, Fax +43 (0)1 803 1727 372)
www_globophanm.at, E-mall: office@giobopharm.at
| [ =T | AP——— | "———
16726 09.2023 200023 {FINALGON 800MG/+ OINT TB1 M48 RU Page 1/1
v |Specification ro. Dot of Anatyes INo. ol aratysls hum
76802-P510AB0101
2800023 Ino15513/01 - 050210 | 04.10-09.10.18] SKN 017641 8000 KG
Variation 8
g [Anaiytical procedure A0 Isarps 0 Nonivamide: 0491009
033-TS-FR-038-05- |
01.10.20198 0347 3.0 03.10.2019 16726  |Nicoboxil: 2,5 g/100 g
TEST RESULTS SPECIFICATION
Appearance complies Almost colourless or slightly brownish,
transparent or slightly opaque,
almost smooth, homogeneous cintment
Odor complies Citronella Oil
Consistency 55¢m 40t07.0cm
|identity (TLC)
Nonhivamid (= 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 corresponding to standard
Assay (HPLC)
Nonivamid (= PSVA) 0410/100¢g 0.38-042p9/100¢9
Nicoboxil (=NSBE) 252¢g/100¢g 2.37-283g/100¢g
Sorbic acid 02019/1009g 0.180-0.220g/100¢g
“Degmdaﬁon Products (HPLC)
Nicotinic acid 0.23 % nmt. 0.55 %
Remarks. {Evaiuation
filling weight (determined by IPC-Testing): complies
corresponds to the specified filling weight (20g +/- 1 g)
Cualified Farson Globopherm Date
n i Eq ,
RoSONIAE > 11.10.2018

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




Globopharm
Pharmazeutische Produktions- und
HandelsgesmbH

GL RM 1230 Vienna, Breitenfurter Strasse 251
Phone +43 (0)1 803 17 27
Manufacturing auth. nr.: 480747
GMP certificate nr.: 480747-0043

Certificate of Compliance - Batch Certificate

PRODUCT: FINALGON S500MG/+ OINT TB1 M48 RU
PACKAGE SIZE: 20g
PRIMARY PACKAGE TYPE: Tube (alu) + cap (PE)
STRENGTH/POTENCY: Nonivamide: 0497100 g
Nicoboxil: 28gi/100¢g
DOSAGE FORM: Semisolid
BATCH NUMBER BULK: 16726
MANUFACTURING/PACKAGING/TESTING/ Globopharm Pharmazeutische Produktions- und HandelsgesmbH,
RELEASING SITE Breitenfurter Strasse 251, 1230 Vienna
ARTICLE NUMBER GLOBOPHARM: 900053
GMID CODE SANOFI: 652338
DESTINATION COUNTRY: Russia
MARKET AUTHORIZATION NUMBER: P NO15513/01
NORMATIVE DOCUMENT: NO15513/01 - 050210 Variation 6
BATCH NUMBER FINISHED PRODUCT: 16726
DATE OF MANUFACTURE: 01.10.2019
EXPIRY DATE: 09.2023
NO. OF UNITS: 39080

| hereby certify that the above information is authentic and accurate, This batch of product has been manufactured,
including packagingfabelling and quality control at the above mentioned site(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 Investigationa! 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 / aut of specification: -

O Dr. Kurt Burghart Q
[ Dr. Sonja Puz L 11.10.2019
Signat(()mallﬂed Person Date

Enclosure: Certificate of analysis

Aftachment 76.08 to SOP 20-001, vakd sinca 30,01.2019; Pags 1 of 1



