JAEKJIAPALIVS O COOTBETCTBHUA

JEKJIAPAHT, MPHHUMAIONIHA JEKJIAPAIIAIO O COOTBETCTBHUH

AO "Canogu Poccus"

Csedenun o pezucmpayuu opeanvsayuu: Mexcpaiionnas uncneiyus Pedeparsroli Hanozeeow cayncbuvl Ne 46 no
2. Mockse 01.01.2008, OF'PH 1027739079940, dama npuceoenus OFPH 19.08.2002.

Adpec: 125009, 2. Mockea, yr. Teepcrasn, 0. 22. Teregon/carc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanbruiil oupexmop Mowoe O.A.

loesepennoe nuyo: Knoxosa FO.C., dosepennocmb 6/ om 01.12.2017

3ASABJSIET, UTO
nexapemeentoe cpedcmeo: Muxomarc, kancyrel 150 me 3 wm., ynaxosku aselikosole konmypHbie (1), nauxu

kapmonnvie, PY Ne IT N013252/01 om 19.01.2012 (dama zamenst 26.12,.2017) serdano AO "Canogu Poccus”,
cepus 3540818, napmun 12350 ynaxosox, eoden 60 31.07.2021, npoussodcmen 3enmuea k.c., Yewckasn
Pecnybauxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy, Czech Republic, kod OKIIJ[2
21.20.10.192, koo TH B3O 3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085311988 om 02.11.2018

COOTBETCTBYET TPEGOBAHUSAM

[T N0OI3252/01-190112 uzm. Ae 1

JEKJIAPAIIMSA IIPUHSTA HA OCHOBAHHNU

npomoxoa uckhsimanuti Ne 3327 0 om 13.11.2018 HJI OO0 HL] "@APMOBOPOHA", ammecmam
arxpedumayuu POCC RU.0001.21 @JH0, Cepmucpuxam POCC CZ.DPMO8.C27384 om 14.11.2018

Knoxoga 10.C.

%)ﬂnm‘,ﬁ .10

CBEJAEHUSA O PETHCTPAIIIU

OPTAH ITO CEPTHO®UKAIIMN, 3APEMHCTPHPOBABINHNA JEKTAPALTHIO

RA.RU.11®M08 OPIAH ITO CEPTHOHKALIHH MPOAYKIIUH OFLIECTBO C OFPAHHIEHHOH
OTBETCTBEHHOCTBIO "OKPY)XKHOH LIEHTP KOHTPOJISA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmepxroga, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmupuxayun. 115280, POCCHA, zopod Mockea, ya. Macmeprosa, 8. 4, am. 5., men.:(495)788-02-88, ¢e6-
can. oyKkK.pep.

JEKJAPAHUS O COOTBETCTBHY 3APEI'HCTPUHPOBAHA M POCC RU JJ-CZ.@M08.A4.07021/18

‘ %% Kauau E.B.

ToAmueE ™" 3am. pyrosoaurend OC




ZENTIVA

A SANOFI COMPANY

Homep cepruguxara npouspoantess cepun 3758

Hazeanue Miukomakc
npenapama
Homep 11007317_0004 Cepusn LIMS HV 1369658
Hpenapama
Homep cepuu 3540818 Obpazey HV 4944335
Hosuposxa 150 MG Cepusa LIMS MZP 1365582
Hexapcmeennas  Kancynml Obpaszey MZP 4941533
Gopma
Pasmep 3 Kamncynsl Bemnywyennoe konecmeo 12350 navex
VRAKOGKU
Tun ynarosxu Konrypnas sueiikoras Cmpana-umnopmep Poccus
yiakoBka 1 X 3
Hama 23.08.2018
npouzsodcmsa
Hama 31.07.2021
UCIEYeHUA
CpoKa 200r0CHIY
Crneyugpuxayus ~ PN013252/01-190112
Pezucmparyuonnoe PN013252/01
yoocmosepenue Ne
floxazamenu Pesyavmambr Hopmer
Omucanne
KOpIyc COOTBETCTBYET Oenbli HENPO3PaYHEI ¢ YepHOH
nedyarero «MYCO 150»
Kpbliieyka COOTBETCTBYET ronyboro 1gera, Henpo3pauHasg
COACPIKUMOE KAnCyibl COOTBETCTBYET Genulil UM nouTH Senpiii MOPOLIOK
IoanuHHCCTH
daykoHazon COOTBETCTBYET Bpems ynepvBaHHA OCHOBHOTO NMKA
Ha XpPOMAaTOrpaMMe HCIBITYEMOro
pacTeopa A0JLKHO COOTBETCTROBATE
BPEMEHH yIepIKUBAHUA OCHOBHOTO fTHKA
Ha XpOMaTorpaMMe CTaHAAPTHOro
pacreopa uiykoHazona.

CpenHsas Macca coaepKuMoro | 0299 r or 0,285 rn0 0,315 r

KaNCYJiLL

Bona 2.8% He 6onee 8%

PacTBOpHMOCTS

% OT 3a9BIEHHOT0 KOJHYECTBa 99% Q = 75% 0T 3a9BIEHHOr0 KOJINYECTEA B
B Teuenue 30 munyT (Q=75%) Teyenue 30 MuH
UYuctoTa

npuMech A 0,05% He Gosee 0,4%

npumece B < 0,05% He Gonee 0,3%

npuMeck C < 0,05% He 6oaee 0,1%

eIMHUYHAs < 0,05% He 6onee 0,1%

HeHACHTH(LIMpOoBaHHAS

NPHMECH

cyMMa TIpHMeceH 0,05% He Gonee 0,6%

Vmeepoicoeno omdenom Hiok. Jlubywe  27.092018  ZGNTIVA @ GernmeaxcrV
i Kabemopnpl 130 102
KOHMPOIA KA4ecmsa Xnaaka | 37 Mpara 10
«3enmuea, K.c.» Moanucek! | Uewckas
PecnyGanka

Crpanvna 1 u3 2

Pacneanaﬁo: 27.9.2018




ZENTIVA

A SANOF! COMPANY

Homep cepruduxara nponssoaureis cepun 3758

Hazeanue Mukomake

npenapama

Homep 11007317_0004 Cepun LIMS HV 1369658

npenapama

Homep cepuu 3540818 Obpazey HV 4944335

Hozuposxa 150 MG Cepusa LIMS MZP 1365582

Jexapcmeennan  Kancynwl Obpasey MZP 4941533

Popma

Pazmep 3 xancyinl Buinywennoe xonuvecmeo 12350 nauex

VHAROBKU

Tun ynarosxu Konrypnas aueiikoran Cmpana-umnopmep Poccus
ynakoeka 1 X 3

Lama 23.08.2018

HPOHZ800CMEA

Hama 31.07.2021

UCHe eHUs

Cpora 200HOCHY
Cheyudurayus ~ PN013252/01-190112

Pezucmpayuonnoe P N013252/01
Yyoocmosepenue Ne

Horazamenu Pesymomamer Hopawr

Mukpobuonoruieckas yHcTOTa
MHuKpoOHOI0rHYECKas YHCTOTA
HEBO/IHBIX NPENApPATOB 119 PHEMA
BHYTPb
Ob1wee ynucno aspobubix 50 KOE/r He Gonee 10° KOE/r
MHKPOOPraHH3MOB
O61ee YHCAO APOACKEBBIX H 0 KOE/r He Gonee 10* KOE/r
UIECHEBBIX IpubOR
Qreyrerrue Escherichia coli COOTRETCTBYET orcyrereue (1 1)
OaHOPOAHOCTE AO3HPOBAHMA
OTKJIOHEHHE OT cpefiHeii Macchl CODTBETCTBYET AV <150
Copepxanune ¢griykoHazona s | 146,7 mr or 142,5 mr po 157,5 mr
Karncye

SAKNIIOYEHME: CoorBeTcTBYeT CrieuuKANH,
Hactosumm s nOATBEPK A0, 9TO BCE CTA/IMM POM3BOACTBA JAHHOH CEPUH FOTOBOFO NpenapaTa Gbiu
NPOBEEHB] B NOJIHOM COOTBETCTBUMY ¢ TpeboBanuamu Haanexaiueil nponsroacTaeHHoit npaktaky EC u
[rne B pamxax EC] B cooTBeTCTBHH ¢ TPeGOBAHHAME PEMHCTPALOHHOTO YA0CTOBEPEHHS CTPAHbI-
nojtyyaTend.

¥YTBEPXKAEHO A1 PEAJIA3AIIUH
[TponsBoauTeslb M KOHTPONH KAUESCTRA:

«3edTHBA K.C.» (0OHINansHblH NIpeeMHUK «3eHTHBa a.¢.» ¢ 1.1.2009) Ten: +420 267 241 111
Y KaGestopnnl 130, 102 37, Ipara 10, Jonsun Mexonynei, Yemckas (Maxc: +420 267 243
Pecmybnika 627

Homep perucrpaunonHoro ynoctorepenus: 25473/2/INS/98 (nocnennee usmenenne 362210/2017)
Ceprudixar GMP Ne 105698/2014, 79633/2016, 22684/2017

Vmeepycoeno omoenom Wk Jinbyme  27.09.2018 Z@NTIVA | ;‘(3%"1‘"3& “f;(’)‘l”m
A0CTOBHEI
KONMPOAR Kauecmed Xnanka | 37 TIpara 10
«3eHmued, K.c.» Moanuce/ | Yeurckan
Pecrrybmuka

Crpanuna 2 n3 2 Pacneana};O: 27.9.2018



ZeNTIVA

A SANOFI COMPANY

Manufacturer batch certificate No. 3758

Name of product Mycomax

Product number  11009376_ 0001 Batch LIMS HV 1369658
Batch number 3540818 Sample HY 4944335
Strength 150 MG
Dmge Torm hard capsules Batch LIMS MZP 1365582
Package size 3 cps dur Sample MZP 4941533
Package type BLI1X3 Released quantity 12350 PACKS
Manufacture date  23.08.2018 Im , .
Expiry date 31.07.2021 porting country  Russia
Specification P NO13252/01-150112
Marketing authorisation No. P N0O13252/01
Test Results Limits
Appearance
body complies white opaque with the black print
MYCO 150
cap complies blue colored, opagque
capsule charge complies almost white-to-yellowish powder
Identification
fluconazole complies The retention time of the main pesk in
the chromatogram of the test solution
should correspond to the retention time
of the main peak in the chromatogram
of fluconazole standard solution.
Average mass of | capsule content 0.299 g 0.285pt00315¢
Water 2.8% NMT 8%
Dissolution test
% of the labeled amount in 30 minutes 099, Q = 75 % of declared amount in 30 min
(Q=75%)
Purity test
impurity A <0.05 % NMT 04 %
impurity B <0.05 % NMT 0.3 %
impurity C <0.05 % NMT 0.1 %
unknown impurities individuatly <0.05 % NMT 0.1 %
total impurities <0.05 % NMT 0.6 %
Microbiological quality
Microbiological quality of nen-aqueous
preparations for oral use
total viable acrobic count 50 CFU/g NMT 10* CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 102 CFU/g
Absence of Escherichia coli complies absence (1g)
Uniformity of dossge
untts
mass variation complies AV <= |5.0
Fluconazole content in 1 cps, 146.7 mg 1425 mgto 157.5mg

Approved by QP Zentiva, k.s. Ing. Libude Hiadka %// ZENTIVA

27 -09- 2018
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ZENTIVA

A SANOF{ COMPANY

Manufacturer batch certificate No. 3758

Name of product Mycomax

Product number  11009376_ 0001 Batch LIMS HV 1369658

Batch number 3540818 Sample HV 4944335
Strength 150 MG

Dosage form hard capsules Batch LIMS MzP 1365582
Package size 3 cps dur Sample MZP 4941533
Package type BLI1X3 Released quantity 12350 PACKS

Manufacture dare  23.08.2018
Expiry date 31.07.2021
Specification P NOI3252/01-190112
Marketing authorisation No. P N013252/01

Importing country  Russia

CONCLUSION : Conformity with specification.
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 [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE
Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Tel: +420 267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 { last change 107641/2018)
GMP Centificate No.sukls 105698/2014, 79633/2016, 226842017

7 e — :
Approved by QP Zentiva, k.s. / N TiVA | zentwa, ke

Ine. Libufe Hiadka U kabelowny 139
i 102387 Praha 10
i Doinf Micholupy
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