OTJAEJ KOHTPOJIA KAYECTBA
I'mobodapm, Papmaroiitume IIpogykThoHC yHI
Xanpenscrezemmbmapr — MOX, 1230  Bemna,

CopOuHOBas KUCTIOTA

TpoaykTel pacnana (meronom BIKX)
HukoTuHOBast KHCIIOTA

0,198T/100T

<0,13%

DH ARM CFE(f,[T (I;I];I) OI/;ISAEP%}JI]@J:(P,EAA Bpaiirendyprep Lrpacce. 251 Ten. +43 (0)1 803
1727, ¢akc: +43  (0)1 803 1727 372
www.globopharm.at, JJIEKTPOHHAsI oyTa:
office@globopharm.at
Ne cepun Cpok rogHOCTH Ne HasBanue npoaykra
Hepac(acoBaHHOTO Hepac(acoBaHHOTO
MPOJIyKTa MPOJIyKTa ®unaaron 500mr/+ mass TB1 M48 RU
16949 04.2024 900023 Crpannna 1/1
Ne HSV Ne cienmduxarmu JlaTa aHanmu3a Ne ananuza 3aKa3/Koaru4ecTBO En. usmepenus
900023 79802-P510AB0101 07.-18.05.20 DE 018214 800,0 Kr
Jara Ne aHanuTHYECKOU Ilocrynnenne IIpumeyanus Honusamun: 0,4 /100 ¢
MPOU3BOJICTBA HPOLETyPHI obpasua
16949 Hukob6okcwm: 2,5 /100 r
03.05.2020 033-TS-FR-036-05-0347 | 04.05.2020
3.0
TIOKA3ATEJIb PE3YJIbTAT CIHEHUDPUKALIAS
Onucanne COOTBETCTBYET TlouTn OecuBeTHast WK ClIerka KOpUYHEeBaTas,
Npo3payHas WK MOIyIpo3padHasi, OYTH
OJHOPOJIHAsI, TOMOTCHHAs Ma3b
3anax COOTBETCTBYET 3amax [UTPOHEIUIOBOrO Maciia
Koncucrenuus 5,3 cm 4,0-7,0
HMoxnunnocts (MeTonom TCX)
Honusamun (= PSVA) COOTBETCTBYET COOTBETCTBYET CTaHAAPTHOMY 00pasily
Huxob6okcun (= NSBE) COOTBETCTBYET COOTBETCTBYET CTaHAAPTHOMY 00pasily
CopOHHOBast KHCIIOTA COOTBETCTBYET COOTBETCTBYET CTaHAAPTHOMY 00pasily
IMoxnunnocTs (MeToxoM BIKX)
Honusamun (= PSVA) COOTBETCTBYET COOTBETCTBYET CTaHAAPTHOMY 00pasily
Huxo6okcun (= NSBE) COOTBETCTBYET COOTBETCTBYET CTaHAAPTHOMY 00pasily
CopOHHOBast KHCIIOTA COOTBETCTBYET COOTBETCTBYET CTaHAAPTHOMY 00pasily
KoanyecTBeHHOe onpesieieHue (MeTOI0M
BIK3X)
Honusamun (= PSVA) 0,40r/100r 0,38 -0,421/100 r
Huxob6okcun (= NSBE) 247r/100r 2,37-2,631/100

0,180 - 0,220 /100 r

ue 6oiee 0,55 %

IIpumeyanus

3akmodeHue:
CooTBeTCTBYET

YnonaomouenHoe o «I mododapm»
O Dr. Kurt Burghart

Dr. Sonja Puz

/Momuce/

Jara

25.05.2020

IIpunoxenne 75.04 x COII 20-001
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I'mobodapm

®apmanoiitume I[IpogykTboHC yHI
Xanzenscresembmapt MOX

1230 Bena, bpaiiten¢yprep ltpacce. 251
Ten. +43 (0)1 803 1727

JIunensus Ha npou3BoAcTBO HoMep: 480747
GMP cepruduxat HoMep: 480747-0043

GLOBI®SARM

CEPTUD®UKAT COOTBETCTBUS — CEPTUOPUKAT CEPUHN

IIponyxr:
Pa3zmep ynakoBku:

Tun nepBUYHON yIakoBKU:

Jlo3upoBka:

JlekapcTBenHas (opma:
Howmep cepun HepacdacoBaHHOTO
MIPOIYKTA:

TIpousBoanTeNh/Y MAKOBIIHUK/
KonTpons xadectBa/
Brinmyckaronias miomazaka
AptukyneHbI HOMep ['mo6odapm
GMID kon Canodu

CrpaHa Ha3HAYCHUS:

Howmep perucrpanmonsoro
YIOCTOBEPEHHSI:

Homep cepuun roroBoro npoayKra:

®dunanaron 500mr/+ mazs TB1 M48 RU
20T

Tyb6a (anmoMuHNEBAs)+KOIMAYOK (TIOIUITUICHOBBIN)

Honusamun: 0,4 /100 ¢
Huxo6oxkcun: 2,5 /100 r
MsTrKast

16949

T'nododapm

®Dapmaroitumre [IpoaykTteoHe yHA XaHAeIbcre3embmapT MOX
Bpaiirendyptep Lltpacce 251, 1230 Bena

900053

652338

Poccus

P NO015513/01

16949

03.05.2020
04.2024
39080

Jara mpousBoacTaa:

CpOK TOAHOCTH:

KonunuecTBo ynakoBok:

Hacrosmum s moxaTBepkaaio, 4YTO IPEACTAaBICHHAs BbILIe HMHGOpMAIMs JOCTOBEpHas M TOYHas. JTa cepus
MpoxyKuuu ObLIa NMpPOM3BEJEHA, BKIIOYAs YNAKOBKY/MapKMPOBKY M KOHTpPOJb KayecTBa Ha yKAa3aHHOM BBILIE
TIPOM3BOJICTBE B OJTHOM cOoOTBEeTCTBIH ¢ GMP-TpeboBanmsamM nokanpHOTO Perynupytomero oprana u B COOTBETCTBUU
co crnenmuUKamusIMH B PermcTpaliOHHOM JOChE HMMITOPTHPYIOMEH CTpaHBl WIM C TPOSKTOM HOPMAaTHBHOM
JOKYMEHTAINH [T pa3padaThiBa€MbIX MEIUIIMHCKAN TPOTYKTOB. 3aIICH IO IPOM3BOJCTBY, YIIAaKOBKE M KOHTPOIIO
KadecTBa OBUIN OIICHEHBI U IPU3HAHBI cOOTBeTCTBYIommnMU GMP.

OTKIT0OHEHHUS OBLTH OIICHEHBI U 33I0KyMEHTHPOBaHbL. CepHs BHITyIIEHA.

Ecnu nmpuMeHHMO, OTKJIOHEHHMS, KOTOpPBIC HAOIOAAINCh BO BPEMs IPOW3BOJCTBA WM HCIBITAHHUSA NMPOAYKTA, OBLIH
3aJJOKyMEHTUPOBAaHbl B OTYETaX MO H3TOTOBJICHHIO M HCIBITAHUIO CEPUH, OHM OBUIM OLIEHEHBl WM TPH3HAHBI
pUEMIIEMBIMH.

KommenTtapuu, eciu uMeroTes /oTkioneHust/ pe3yabratel OOS:-

COHbA [TA3 (SONJA PUZ) /Moanucs/
IMoanuch ynoIHOMOYECHHOTO JHIA

25.05.2020
Jara:

Ipunoxen: Ceprudukar anammsa

IIpunoxenue 76.07 xk COII-20-001 Crplusl neiicrByer ¢ 17.12.2019
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CERTIFICATE OF ANALYSIS

FINISHED PRODUCT

QUALITY CONTROL

Globopharm,  Pharmazeutische  Produktions-  und|
HandelsgesmbH, 1230 Wien, Breitenfurterstr. 251 Tel.:
+43 (0)1 803 1727, Fax: +43 (0)1 803 1727 372,
www.globopharm.at, E-mail: office@globopharm.at

Sorbic acid

Nicotinic acid

Microbiological purity
TAMC
TYMC
S. aureus
Ps. Aeruginosa

Degradation Products (HPLC)

0.198g/100¢g

0.13%

<10CFU/g

<10CFU/g
absent
absent

Remarks

Batch No. Bulk Exp. Date Bulk product No. Name of Product
16949 04.2024 900023 FINALGON 500MG/+ OINT TB1 M48 RU
HSV-Nr. Specification no. Date of Analysis No. of analysis Order/quantity ME
900023 79802-P510AB0101| 07.-18.05.20 DE 018214 800,0 KG
MFD |Analytical procedure no. Sample income Remarks Nonivamide: 0,49/100g
033-TS-FR-036-05-
03.05.2020 0347 3.0 (4002020 16949  [Nicoboxil: 2,59/100 g
TEST RESULTS SPECIFICATION
Appearance complies Almost colourless or slightly brownish,
transparent or slightly opaque,
almost smooth, homogeneous ointment

Odor complies Citronella Oil
Consistency 5.3cm 40to7.0cm
Identity (TLC)

Nonivamid (= 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) 0.40g/100¢g 0.38-042g/100¢g

Nicoboxil (=NSBE) 2479g/100¢g 237-263g/100¢g

0.180-0.220g/ 100 g

nmt. 0.55 %

Ph. Eur., current issue, 5.1.4
max. 102 CFU/g (Ph. Eur. 2.6.12)
max. 10 CFU/g (Ph. Eur. 2.6.12)
absent (Ph. Eur. 2.6.13)

absent (Ph. Eur. 2.6.13)

£ '
Evaluation '!}.—l"ir“ﬁ?'“ Bt Po et
.:f "‘-_"NW'" = _"'IM: i
ALl BanoH Husain A0 § ;
complies 3’;? g
LR -

Qualified Person Globopharm

O Dr. Kurt Burghart
Dr. Sonja Puz

Date

25.05.2020

Attachment 75.04 to SOP 20-001

Page 1 of 1

valid since 05.02.2020
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Globopharm

Pharmazeutische Produktions- und
HandelsgesmbH

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 500MG/+ OINT TB1 M48 RU
PACKAGE SIZE: 20¢g
PRIMARY PACKAGE TYPE: Tube (alu) + cap (PE)
STRENGTH/POTENCY: Nonivamide: 04g/100g

Nicoboxil: 259/100g
DOSAGE FORM: Semisolid
BATCH NUMBER BULK: g 16949
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 N015513/01
BATCH NUMBER FINISHED PRODUCT: i 16949
DATE OF MANUFACTURE: 03.05.2020
EXRUSYeDATE: -« v - s e 04.2024 o
NO. OF UNITS: 39080

| 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 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 Q)
X Dr. Sonja Puz (’R

25.05.2020
""""" e ,-f""’.J"-
Signature Qualified Person in%f .:.a-%ﬂ Date
?;% s /’ o

Enclosure: Certificate of analysis

Attachment 76.07 to SOP 20-001 Page 10of 1 valid since 17.12.2019
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