«CAHO®IM BVHTPOII MHOYCTPUA»
196 po mo Mapemans XysH,
45200 AMWIM, ®PAHIMA

Ten.: + 33 2 38 28 71 00

Cepruduxkar anaausa /
AHAIUTHYECKUI MACIOPT CEPUH

SANOFI 7

HpOI/ISBOJICTBeHHaFI IJomanka

AmMunm

Onmcaumne npogykTa

: MMKOCEITMH, MABBL, 30 I', VT, POCCHUA

Kon mpomykTa : AMP_612100 Kom GMID: 612100
HomMmep cepun - EMO002 JlaTa NpOM3BONCTBA: 1-mioJ1-2021
HoMep cepum 3akaszumka : EMO002 CpoOK TOOHOCTM VMI0H-2024
dopmMa BHIyCKa : 1 ryba, noMemeHHAs B KAPTOHHYD MNAUKY
Tun : Masb
HasBaHMe pBHKA: Poccuiickasa
demepauns/PYy:
PN.012407/01

Kon ceprudpurara aHammsa : AMP_MYKO_1
Bepcus ceprudukara aHammsa t 4
HNCIIBITAHUA CIHEHUA®UKAIINA PE3VYJIBTATBI
OIVCAHME Or mouTm 6eJoro mo OeJyiIoTo CO COOTBETCTBYET

CBETIJIO—XEJITOBATEIM OTTEHKOM

Ma3b C XApPaKTEPHHM 3alaxoM U

MEJIKVMMIM XVMPOBEBIMM 3€pHaMIM
Cpenugs macca (1) HE MEHEE 30 T 30 r.
I[NOOJIMHHOCTB
YHOEOVMJIEHOBASA KIUCJIIOTA (xuMmueckas [OJIOXUTEJIEHO [MTOJIOXUTEJIBHO
peakumsa)
YHOEOVMJIEHAT LOMHKA (xmMMUeckas [MOJIOXUTEJIBHO [MTOJIOXUTEJIBHO
peakumsa)
METUIIIIAPATUIPOKCUEEH30AT (B3XX) COOTBETCTBIME BPEMEHU IIOJIOXVTEJIBHO

YIEPXMBAHVA
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Cepruduxkar anaausa /

AHAJTMTHYECKHH MACTIOPT CEPUHU SANOFI . Y 4

«CAHO®V BVHTPOII VMHOYCTPUSA»

196 po mo Mapemans XysH, [IpOM3BONCTBEHHAS I[JIOWANKA : AMMIN
45200 AMWIIV, OPAHINA

Tes.: + 33 2 38 28 71 00

Onmcaume npomykKTa : MMKOCEIITMH, MA3L, 30 I', VT, POCCHUS
Kon mpomykTa : AMP_612100 Kom GMID: 612100
HomMmep cepun - EMO002 JlaTa NpOM3BONCTBA: 1-mioJ1-2021
HoMep cepum 3akaszumka : EMO002 CpoOK TOOHOCTM VMI0H-2024
dopmMa BHIyCKa : 1 ryba, noMemeHHAs B KAPTOHHYD MNAUKY
Tun : Masb
HasBaHMe pBHKA: Poccuiickasa
demepauns/PYy:
PN.012407/01
Kon ceprudpurara aHammsa : AMP_MYKO_1
Bepcus ceprudukara aHammsa t 4
HNCIIBITAHUA CIIEHUDOUKALINA PE3VYJIBTATBI
KOJIMUECTBEHHOE OIIPELEJIEHUE
METWIINIAPATVOPOKCUEEH30ATA, % 90-110 102 %
(B3XX)
KOJMUECTBEHHOE OIIPEIEJIEHME LVHKA 19-21 19,8 %
YHOEOVMJIEHATA, % (TUTPUMETPUA)
PABMEP YACTMHI]
PASMEP YACTHI £ 40 mxMm HE MEHEE 80 % 97 %
PA3MEP UACTHUL, 40—60 MM HE BOJIEE 18 % 2 %
PA3MEP UACTHUL, 60—80 MM HE BOJIEE 2 % 0%
PASMEP YACTHI £ 150 mxm PABHO 100 % 100 %
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Cepruduxkar anaausa /

AHAJIMTHYECKHUI MACIIOPT CEPUM SA N O F | J

«CAHO®V BVHTPOII VMHOYCTPUSA»

196 po mo Mapemans XysH, [IpOM3BONCTBEHHAS I[JIOWANKA : AMMIN
45200 AMWIIV, OPAHINA

Tes.: + 33 2 38 28 71 00

Onmcaume npomykKTa : MMKOCEIITMH, MA3L, 30 I', VT, POCCHUS
Kon mpomykTa : AMP_612100 Kom GMID: 612100
HomMmep cepun - EMO002 JlaTa NpOM3BONCTBA: 1-mioJ1-2021
HoMep cepum 3akaszumka : EMO002 CpoOK TOOHOCTM VMI0H-2024
dopmMa BHIyCKa : 1 ryba, noMemeHHAs B KAPTOHHYD MNAUKY
Tun : Masb
HasBaHMe pBHKA: Poccuiickasa
demepauns/PYy:
PN.012407/01
Kon ceprudpurara aHammsa : AMP_MYKO_1
Bepcus ceprudukara aHammsa t 4
HNCIIBITAHUA CIHEHUA®UKAIINA PE3YJIBTATbBI

MMKPOEMOJIOTUYECKASI YMCTOTA

OBIIEE UMCJIO ASPOBHHX HE BOJIEE 100 <10 KOE/r
MUKPOOPT'AHM3MOB, KOE/T

- OBIEE 4YIMCJIO JPOXXEBEHX I HE BOJIEE 10 <10 KOE/r
[JIECHEBHX T'PMBOB, KOE/r

- STAPHYLOCOCCUS AUREUS OTCYTCTBME B 1 r OTCYTCTBYET B 1 T
STAPHYLOCOCCUS AUREUS
- PSEUDOMONAS AERUGINOSA OTCYTCTBME B 1 r OTCYTCTBYET B 1 T

PSEUDOMONAS AERUGINOSA

HacTosmmM MOANTBEpXHamw, UYTO BCE 3Talsl NPOM3BOACTBA [NaHHOM Cepuy TOTOBOTO MPOINyKTa I[IPOBOOMIMCHE B COOTBETCTBUMU C
npaBusiaMy Hagjiexamel MNpoM3BOACTBEHHOM MNpakTuku (GMP) EC, a Takxe TpeOOBaHMAMM HOPMATMBHHIX HOKYMEHTOB (B paMKax

PETMCTPALIMOHHOTO HOChbe), KOTOPHE B HACTOdIlEee BPEMs 3aperyMCTPMPOBAaHBl Ha TEPPUTOPMU Poccyiiti w&iﬁ@égmm B OTHOWEHUN
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PeweHnne OnobpeHo
Dara: 2-CEH-2021 15:18:32
YIIOJIHOMOUYEHHOE JIMIO MM NPeACTaBUTENb : Caroline GRILLON — YnosHOMO4YeHHOE JIULO

CepTudmkaTH aHaIM3a BaBEePEeHH SJIEKTPOHHOM IIOINMUCHIO
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Certificate of analysis /

SANOFI WINTHROP INDUSTRIE

Batch certificate

SANOFI .2

196, rue du Maréchal Juin Site Amilly
45200 AMILLY - France

Tel. + 33 2 38 28 71 00

Item Description MYKOSEPTIN OINT 30G VT RU

Item code AMP 612100 Code GMID 612100

Batch number EM0002 Manufacturing date: 1-JUL-2021

Customer batch EM0002 Expiry Date JUN-2024

ZINC UNDECYLENATE (chemical reaction)
PARAHYDROXYBENZOATE DE METHYLE (CLHP)

METHYL PARAHYDROXYBENZOATE (HPLC)

g
Py
Te

e,

*HO g

CORRESPONDANCE DU TR

T
CBOLT )

CORRESPONDENCE OF RT

Presentation Box of 1 tube
Type Ointment
Market name Russian Fed./ MA: PN.012407/01
Code CoA AMP MYKO 1
Version CoA : 4
- v
3
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
CARACTERES ORGANOLEPTIQUES POMMADE BLANC-CASSEE A LEGEREMENT CONFORME
CHARACTERS JAUNATRE AVEC UNE ODEUR CARACTERISTIQUE
ET AVEC DE PETITS GRANULES DE MATIERE
GRASSE.
OFF-WHITE TO LIGHTLY YELLOWISH OINTMENT
OF CHARACTERISTIC ODOUR WITH SMALL FAT
GRANULES.
MASSE MOYENNE (g) (Balance) SUP OU EGALE A 30 G 30 g
AVERAGE MASS NOT LESS THAN 30G
IDENTIFICATIONS
IDENTIFICATIONS
ACIDE UNDECYLENIC (réaction chimique) POSITIVE POSITIVE
UNDECYLENIC ACID (chemical reaction)
ZINC UNDECYLENATE (réaction chimique) POSITIVE
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SANOFI WINTHROP INDUSTRIE

Certificate of analysis /
Batch certificate

SANOFI .2

196, rue du Maréchal Juin Site Amilly
45200 AMILLY - France

Tel. + 33 2 38 28 71 00

Item Description MYKOSEPTIN OINT 30G VT RU

Item code AMP 612100 Code GMID 612100

Batch number EM0002 Manufacturing date: 1-JUL-2021

Customer batch EM0002 Expiry Date JUN-2024

TAILLE DES PARTICULES <= 150 um

PARTICLE SIZE <= 150 pm

EGALE A 100 %
EQUAL

Presentation Box of 1 tube
Type Ointment
Market name Russian Fed./ MA: PN.012407/01
Code CoA AMP MYKO 1
Version CoA : 4
- v
3
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
DOSAGE
ASSAY
DOSAGE DU PARAHYDROXYBENZOATE DE METHYLE 90 - 110 102 %
PAR CLHP (%)
ASSAY OF METHYL PARAHYDROXYBENZOATE
(HPLC) (%)
DOSAGE ZINC UNDECYLENATE (TITRATION) (%) 19.0 - 21.0 19.8
ASSAY ZINC UNDECYLENATE (TITRATION) (%)
TAILLE DES PARTICULES (MICROSCOPE)
PARTICLE SIZE
TAILLE DES PARTICULES <= 40 um SUP OU EGALE A 80 % 97 %
PARTICLE SIZE <= 40 pm NOT LESS THAN
TAILLE DES PARTICULES 40 - 60 pm INF OU EGALE A 18 % 2 %
PARTICLE SIZE 40 - 60 um NOT MORE THAN
TAILLE DES PARTICULES 60 - 80 um INF OU EGALE A 2 %
PARTICLES SIZE 60 - 80 um NOT MORE THAN
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SANOFI WINTHROP INDUSTRIE
196, rue du Maréchal Juin
45200 AMILLY - France
Tel. + 33 2 38 28 71 00

Certificate of analysis /

Batch certificate

SANOFI .2

Site : Amilly

Item Description

MYKOSEPTIN OINT 30G VT RU

Item code AMP 612100 Code GMID 612100
Batch number : EMO0002 Manufacturing date: 1-JUL-2021
Customer batch : EMO0002 Expiry Date JUN-2024
Presentation Box of 1 tube
Type : Ointment
Market name Russian Fed./ MA: PN.012407/01
Code CoA AMP MYKO 1
Version CoA : 4
. v
2
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
CONTROLE MICROBIOLOGIQUE
MICROBIOLOGICAL CONTROL
- GERMES AEROBIES VIABLES TOTAUX INF OU EGAL A 100 <10 UFC/G
(UFC/q) NOT MORE THAN
TOTAL VIABLE AEROBIC GERMS
- LEVURES ET MOISISSURES (UFC/g) INF OU EGAL A 10 <10 UFC/G
TOTAL YEASTS AND MOULDS NOT MORE THAN
- STAPHYLOCOCCUS AUREUS ABSENCE/g ABSENCE/G
STAPHYLOCOCCUS AUREUS ABSENT/g
- PSEUDOMONAS AERUGINOSA ABSENCE/g ABSENCE/G
PSEUDOMONAS AERUGINOSA ABSENT/g

~

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Normative Dossier
currently registered in Russian Federation on the listed quality parameters.

(as a part of the regulatory dossier)

Quality decision

.

Release status
Release date (UTC +1)

Signed by qualified person

ACCEPTE / ACCEPTED
2-SEP-2021 15:18:32
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