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CEPTHUOHKAT AHAJIU3A/

Mpou3sseneno (pbinyckaowuii konTpban kavecrsa) MHHOTEPA TIV3H, (Ppannns
Manufactured (release quality control) by Innothera Chouzy, France !

Certificate of analysis
i

{

HaumenoBarne npenapara u AekapcTacHHas dopma: MOJTUKHHAKC, Kancyiib BArunaabHee ;
Name and dosage form of the product:

POLYGYNAX vaginal capsules

dopma sminycka / Presentation: kancynst ariiaabhbic Ne 6, 1 Snwncrep B navuke / vaginal capsules A G, 1 blister in a box

Cepun Ne / Batch No: 57555

!

|

Jata kontpona / Release date: 13/07/2021 {

Kowtpoaenuiit Homep / Control number: 040000985257

Jlata n3rotosnenna: / Manufacturing date: 03/2021 .

lonen no / Expiry date: 02/2023

HopMaTushwifl nokyMent (HI) / Normative document (ND] I1NO11782/01-29091 1, Ham. Ne | o1 29.09.2011, Hm Ne2
01 07.06.2012, Mam, Ne 3 or 18.05.2012, Ham. Ne 4 07 06.07.2016, Usm. Ne § or 28.02.2018, M3m. Ne 6 01 22.01.2020

[___Moxasatenn/ Tests Hopmui/ Norms PesyantaTsl/ Results | B
[ {

Onucanne/ Appearunce Markue kancynm ot chetno-wentoro o | Markne Kancy s CBET/IO-HENTOTO

Gexeboro  upeta, osansHoll  dopmst, | (Gekeroro) wuscTa,  OpRinHON {dopmsl,

CORCPXALME  HONYKHAKYI0 ONHOPONHYK | COMEPNAIUME MOAYAHAKYIO OLNOPOAHYIO

Macey. ConepKHMOE Karcyn MOXET HMETh
UBET OT XKENTOr0 A0 KOPHYHEROTO /

Light yellow 1o beige sofi capsules, oval form,
containing  semi-fluid homogeneous mass,
Content of capsules can have yellow to brown
color. :

Maccy. Coaepxumoe | xenTo-
KOpPHYHEBOTO UBCTa /

Light yellow (buige) sofi capsules, m'm‘ Jorm,
conlaining  semi-fhiid hrmmgmwmh’ mass.
Content of capsules can huve yeHou braown
color.

Kancyn

Neomyein sulfare
- noAUMHKCHER B
cynudara/ Polymixin B
sulfate
- HucraTina/ Nystatin

MonanunocTs :
meton TCX / TLC methad ! :

Ha xpoMaTorpaMme HCNbITYEMOro pactsopa | Ha xpomaTorpaMme HCnLITyemMoro pacraopa
- HeomHwitHa cynsara/ HONKHK 0GHAPYKHBATECH NATHA HA YPOBHE 0GHAPYKHMBAIOTCA NATHA HA YPOBHE NATEH

NATEH CTAMABPTHLIX OBPAILOR HEOMUUIHA
cyasdara, nosumukenna B cyabdarta u
HHCTATHHA /

In the chromatogram of lest solution, spots
should be detected at the level of spots of
neomycin sulfate, polymyxin 8 sulfate and
nystatin .ﬂandurf samples.

CTAHAAPTHBIX 0BpasLos HeOMKLLMNA
cyavdara, nonuMukcina B cynbhata u
HHCTaTHHA /

In the chromatogram of test .mlmfuu spols
detected al the level of spots of neomycin
sulfate, polynycin B sulfate and nystatin

standard samples.

Macca copepxnmoro
Kaneyant n
OAHOPOANOCTH 1O
macce/Mean mass of
content of the capsule &
uniformity of mass

012,375 0 2,625 r IF’raqu 375102625 g
18720 concpxumoro kancyn — ne Gosnce +
7.5% o7 cpeane maces/ 18/20 of capsules
content = not more than & 7.5% from average
mass

20/20 conepxumoro xancy&l ue Gonee =
15% ot cpennielt macent/ 20020 capsule
cantent ~ not more than = 15% from average
mass f

2,490 t

Coorsercrayer/Conform |

Coorsercteyer/Conform |

PacnanaemocTn/
Disintegration time

He Gonee 10 mun / Not .rfiore than 10 min,

2 min

Konu4ecrrensoe
onpeaeneHHe HeOMIILHHA
cyangaral Assay of
Neomycin suifate

Or 31 500 no 38 500 ME/xancyna
From 31 500 ta 38 500 {Ulcapsule

34613 ME/kancyna / }H@alg:\:iﬁ _

Konnuectaennoe
onpeaesienne
noaHMuKcHHa B
cyandara/ Assay of

[
Ot 31 500 o 38 500 ME/kancyna
From 3] 500 10 38 500 1U/capsule

[+
2

| Polymyxin B sulfate L

KoamyecTrennoe :
Ot 90 000 a0 110 000 ME/kancyna

onpeaenenune HUCTATHHAS *
Lescrrof Nsratin From 90 000 10 110 000 Ulcapsule

i

¥
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INNOTHES

CEPTUDHKAT AHAJIM3A/

Certificate of analysis

]

Npousmeacno (suinyckaomuit konrpons kavecrss) HAHHOTEPA Y3, dpanuns
Manufactured (release quality control) by Innothera Chouzy, France

Ha
Na

me and dosage form of the product:

i(meuoaauue npenaparta v nekaperaenias gopma: MOJHIKHUHAKC, kancy.aml Baruuanshbie
POLYGYNAX vaginal capsules

Dol

M@ Bhimycka / Presentation; kancynu urmlanwue N:z 6, | 6aucrep B nauke / vaginal capsules No 6, 1 blister in a box

C

(+]

puA Ne / Batch No: §7555

| Ilata kouTpons / Release date: 13/07/202]

_Kolrponutbifl somep / Control number: 040000985257

Ja

loneu no / Expiry date: 02/2023

'8 Wirotosnenna: / Manufacturing date: 03/2021 .

Hol

pMaTHBHbIl mokymenT (HIT) / Normative document (N D): I NO11782/01-290911, H3m. Ne | o1 29.09.201 1, Ham. Ne 2

HeJoCTYNHOM AnA aevelf mecten, ycnosus

XPAHEHHA, YCAOBMA u“'rnycxn U3 anTeK, | XpaHeHuA, yCaQRi§ ‘btm‘%ua H31  anTex,
WITpHX-KON, pcrucrpauuonusm HOMEP, | WTPHX-KOL pc;mTpau“ibﬂuyR HOMEp,
HHBopMauna  ang MOHHTOpHHIA  ABIDKEHHA mldmp.uauuﬁ/ nda uouu-r_oyhrﬁﬁ lmeumt
NeKapCTBEHHLIX napaTron oT .1exapcmefn X (ipcriapdton , or
MPOH3IBOAKTENR /10 KOHEHHOFD noTpebirresa b npomnm# ¢ ‘h idtho e HTens
YMTACMOM  JI/HAH  3AKOLMPOBAHHOM BHAC | B MHTAEM u’@p& uch
(BraMas  rnoGanbHml HOMEp nmpeameta | (BxaOuan mﬁﬁuﬁl,mﬁepu ng.wera
TOPrOBJIH C MAEHTHHHKATOPOM MPUMEHCHUA | TOproBan nmtmxé-rdp‘og{ HMCHEn1s
«HIOT (01)m, HOMED CEpHH c | «’HOT HOMED.- 7 *r.tpuu ¢
linentvidiukatopoM  npuMenerns  «Cepia | unentrdukatopon. rmmémmm «Cepus

o1 97.06.2012, Ham. Ne 3 o1 18.05.2012, Ham. Ne 4 o7 06.07.2016, Ham. Ne 5 ot 28.02, 2018, Ham. No 6 o1 22.01.2020
[___[MokasaTenn/ Tests | Hopmbi/ Norms | PesyabTaTnl/ Results |
Mo 6 xancyn s TIBXTIBIIX antoMinnensie IMo 6 kancyn B MBX/TIBAX amoMuuucabie
Gnucrepst. | uan 2 6auctepa ¢ wncTpyKuneit | Gamcreps. | GnHcTep ¢ HHCTpYKumelt no
NO NPHMECHEHHIO B KAPTOHHOI nauke / NPHMEHEHHIO B KapTOHHOI nauke /
Yuaxonxa / Packaging 6 capsules in PVC/PYDG aluminum blisiers. G capsules in PYC/PEDC aluminum blisters,
! or 2 blisters with instnictions for use in a { blister with insrructions for use in a
cardboard box. i cardboard hox.
Ha Gnuctepe wa pycckoM m3bike ykalao: | Ha GamcTcpe Ha pycckoM S3bIKe YKA3aHO:
roproeoe HaHMEHOBAHHE npenapara, | Toprosroe HaliMeHOBaNHe  npenapara,
NEKAPCTBERHAR GOPMA, KONMMCCTBO Kancy: B | nekaperseinas dopMa, KONHIECTEO KaNCya
Gavcrepe,  HasamMe . W conepmawue | B Gaucrepe.  nasmaHie M cojepaHne
ACHACTBYIOWHX BewWecTs B 0aHON kamcyne, neiicTayionnx Renlects B oauoR Kancyne,
HAHMCHOBAHHC KOMNAHH3 REPXKAaTeNs | HAHMEHOBAHME  KOMNAHMIL  JepXaTens
(mnanenbua) PY u ee norotin (na nathumue), (Bnanensua) PY o ee jorotHn (M
HAHMEHOBRAHHE KOMNAHUH MPOMIBOAMTENA | NATHHHLE),  HAHMENIOBAHHE  KOMPANHH
(Beinyckaownil KOHTPOAK KavecTsa), cTpaHa, | npoinsoantens (ssinyckalowmnil KoHTpoas
HOMEp CCpHH, nata MPOWIBOACTBA, NaTa | KAauecTsA), CTPAHA, HOMEP cepMi, Jata
OKOHYEHHR CPOKA FOAHOCTH. JIonONAHNTENHO | NPOMIBOUCTRA, AATA  OKOHUANMA CpoKa
MOXeET OwlTh HaueceH ;cxumecxnﬂ koua(kl) | roaHoCTH, TCXHHUeCKHTt KoA.
(MoxeT MesATHCA MO al{yrpemmm npu4HiaM | Ha xaptoHnofi natike Ha pYcCKOM A3bIKe
NpoUIBOACTBA). YKa1aHo; TOPIYROE HANMEHORUHIE
Ha xapronHoft nauke ua PYCCKOM #3biKe | npenapaTa, NeKapcTReHHan fopma,
i YyKa3auo: Toprosoe Hampﬂonauue npénapata, | KONHYeCTBO Kancy: B YNaKOBKe, cocTas la |
1 nexapcTBEHHAA (OpMA, KONMUECTBO Kancyn B | kancyny ¢ YKWBHHEM  HAIBAHHA 1
YNaKoBke, COCTaB Ha | Kancyny ¢ yxasauuem | conepkanna  neficTylonx  mewecrs N
Mdpxuposka / Labeling HAIBUHMA M conepma'lma NefICTBYIOIMX | NEPEYRCM  BCHOMOFATEARMLIX  BELIECTS,
RELLECTB o ncpc-meu scnomoratenshniX | «[ToppoGryr  undopmaund cmM. B
pewecrs, «[loapoGuyto smq:npmuum CM. B | MHCTPYXUHN 10 npuMeHenno», «llna
HIUCTPYKUHE 10 nphMeneniuo»,  «Jl3a | sarkuansHoro NPHMEHEHHAR,
BATHHAILHOI'O uptmeuei.ms». HAHMEHNOBAHHE | HUHMEHOBEMIE  KOMNAIHH  AepKaTens
KoMnanun aepxkarean (baanemua) PY u ce | (pnagersua) PY  w ee  norotin (Ha
norotHn  (HA  NATHHMUE), HAHMEHOBAHNE | NATHIHUC),  HAMMCHOBAHME  KOMNAHHI
KOMDasu{  MPOUIROAKTENS  (BRINYCKAIOWNN | NpoI3BOANTENs (BBIMYCKAIOLLMI KOHTPONL
| KOHTPONL KAYeCTDa) H ee aapec, «Xpaunth B | KavecTea) u ee ampec, «XpauuTh B

HELOCTYNHOM JUIA JeTell MecTen, yenonus

N T o
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INNOTHE(S

CEPTHOHKAT AHANU3A/

Cerliﬁcale of analysis

IIpoussenenc (uninycraomuit murp_t}.rm kasectpa) HHHOTEPA UIY3H, ®panuus

Manufactured (release quality control) by Innothera Chouzy, I'rance a

Haumenosanne npenapara n aexapcsennas gopma: NMOJINKHHAKC, kancy.ibi BArHHAIbRBIE |
POLYGYNAX vaginal capsules f

Name and dosage form of the product:

Dopma reinyeka / Presentation: kancyns sarn

Cepus Ne / Batch No: §7555

nasibHble No 6, 1 Gnuctep B nauxe / vaginal capsules Ne 6, | blister in

Jlara xoutpons / Release date: 13/07/2021 !

Kontponbhuiii nomep / Control number: 040000985257 -

Hopmatisusiil aokyment (H)1) / Normative document (N
or 07.06.2012, Him. Ne 3 ot 18.05.2012, Ham. Ne 4 ot 0

Hata uarotToBaekins: / Manufaciuring date: 03/2021

lonex no / Expiry date: 02/2023 ¢

6.07.2016, M. Ne 5 o1 28.02.2018, M3m. Ne 6 o1 22.01.2020

Mokalatenu/ Tests

l

Hopmui/ Norms

—
iD): ITNO11782/01-290911, Mam, Ne 1 ot 29.09.2011, Ham, Ne _"j
=

l

Peiyabratui/ Results

(10)», naty okoHuaHis TpoKa roamocTH c
HACHTHQHKATOPOM npumenienns «[ogen no
(17)n, wnmusuayanswsii cepuiinpiil HOMED C
HAEHTHOHKATOPOM  NpHMEHeHHA «Cep Ne
(1, neyxmepubth  diTpuxosoit  kon),
RHYTPCHHMI Texnunuecknil koa(st) ynakorkn
Wuni npoaykta.  JlononHuTeAsHO  yKasaHo
TOPrOROC  HalMEHOBAHHE npenapara Ha
Jnatuimue/ !

On the blister in Russian, indicate: trade
name of the drug, dosage form, number of
capsules in the blister, numes und content af
the active ingredients in one capsule, name of
the company holder (owner) of RC and its
logo (in Larin), name of marfacturer (release
quality control), country, batch number,
production date, expiry date. Additionally,
technical code(s) may bé applied (can be
changed due to internal production reasons).
n g cardboard box in Russian, indicate:
trade name of the drug, dosage form, number
of capsules in a pack, compasition Jor 1
capsule with the name and content of the
active ingredients and the list of excipients, "
For more information please see instructions
Jor use", "For vaginal uce™ name of the
company holder (owner) of RC and its logo

fin Latin), name of the manufacturer (release
guality control) and its address, "Keep out of
the reach of children” storage conditions,
conditions for release from pharmacies,
burcade, regisiration number., information for
monitoring the flow of drug products from the
marfacturer fo the final consumer in
readable and/or coded form (including the
global trade item number with identificatory
"GNPT (01)", batch munber with identifier
"Batch mumber (10)", expivy date with
identifier "Expiry date (17)", individual serial
number with identifier "Ser, No. (21)". two-
dimensional barcode), intetnal technical
cude(s) of the package and/or product.
Additionally indicated trade name of the drug
in Latin, :

(10)», paty okonuawns CPOKa roatocm ¢
HaeHTHdHUKaTOpOM npuMenexna «paen no
(17)», suanenayansHmii cepuiineiil Homep ¢
HACHTHUKATOPOM  NpHMeReHHs «Cep.Ne
(2»,  nayxmepusii LITPHROBOH  Kou),
BHYTPEHHMUIT TeXHH4ecKiH Koa(bl) y!:auanxn
WnaK npoaykTa, Toprosoe HAKMEHOBaHNE
Npenapara Ha naTHHue/ :

On the blister in Russian, indicate: trade
name of the drug, dosage form, mumber of
capsules in the biister, names and content of
the active ingredients in one capsule, name
of the company holder (owner) of RC and its
logo (in Latin), name of mamifacturer
frelease quality conrrol), country, batch
nimber,  production date, expiry date,
technical code, ‘

On a cardboard box in Russian, indicate:
trade name of the drug, dosage form,
number of capsules in a pack, camp?sftinn
Jor I capsule with the name and content of
the active ingredients und the list of ]
excipients, " For more information please
see instructions for use" "For vag:‘ni?l use”,
nume of the company holder (ovwner) of RC
and its lego (in Latin), name of the !
munufacturer (release quality contraol) and
its address, "Keep our of the reach of
children”, storage conditions, conditions for
release from pharmacies, barcode, |
regisiration number, information for
monitoring the flow of drug products from
the manufucturer to the final consumer in
readuble and/or coded form (including the
global irade item number with ident. catory
"GNPT (01)", batch number-withsidentifier
"Batch number (10)" mﬁfdﬁﬂ%{%ﬁ\

idem:jﬁer "&pfﬂ!‘da!éf(’?)fz i’?d{ P W0
serial number wﬁhz{femg;(. %@‘ )

two-dimensional & reagle, __l:ﬂ'f,ﬁl' :.' i‘\

technical code(:_“-_ 1he ‘pack; for é]!

product, trade Rg 1 7}
% Ly )

-~
h l.:,q{}éﬁ‘ in:
’\ e x‘“‘\i-\

-
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CEPTH®UKAT AHAJINIA/
Cerliﬂcale of analysis

O

Mponspeneno (Buinyckalomuit nmu-l b Kavectsa) HHHOTEPA 1Y3H, ®panuns
Manufactured (release quality control) by Innothera Chouzy, France

Hapmenosanpe npenapara u aexapersennas hopma: MOJHIKHHAKC, KRINCYALl BArHHAbHbIE
Ne&c and dosage form of the product: POLYGYNAX vaginal capsules

dopwua eeimycka / Presentation: xancys BarHHANLHLIEN: 6, 1 GnucTep B nauke / vaginal capsules Ne 6, 1 blister in a box

Cepua Ne / Batch No: 57555 !

Hara kontpona / Release date: 13/07/2021 7

KohrposibHbiii Homep / Control number: 040000985257

| Jlata warotoaeHia: / Manufacturing date: 032021 |

Cohen no / Expiry date: 02/2023 ]

Hopmatiensifi nokyment (HJ1) / Normative document D): TINO11782/01-290911, Ham. Ne 1 o7 29.09.2011, Ham. Ne 2
07 07.06.2012, M3m. Ne 3 ot 18.05.2012, Ham. Me 4 ot 06.07.201 6, Haum. Ne 5 o1 28.02.2018, U3m. Ne 6 ot 22.01.2020

| |Moxasatenn/ Tests | Hopmsl/ Norms | PelyasTaTey/ Results
i}
Cpox ronnoctv / Expiry e Jlo 02.2023/ il
da 2 roaa/ Zyeurs Until 02.2023
Ycnosua xpanenns / Ipn TeMnepatype ie Bhilne 25 °C/ Ipu Temneparype we soime 25 °C /
Stdrage conditions At a temperature not higher than 25 ¢’ At a temperature not higher than 25 °C
JIATA/Date: :
YTBEPKJIEHO/Approved i 15>
MOATHCb/Signature HA

s
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