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NIEKJIAPATIMSA O COOTBETCTBUHU

JIEKJIAPAHT, IPHHAMAIOI[HI JEKJIAPAIIHIO O COOTBETCTBHH

000 "PI'HC-PYC"

Cgedenus 0 pecucmpayuu Opeanusayuu. Medsicpaionnas UHCReKYusl DedepansHoil nano2060ii cayxctvL Ne 46 no
2 Mocxee 12.04.2007, OrPH 5077746558160, oama npuceoerua OI'PH 12.04.2007.

Adpec: 121108, 2. Mockea,yn. Heana Ppanko ,0.8. Teﬂe¢on.'8(495)223-01-04,dmxc:8(495)223—01-50

B nuye: Tenepanviviti Oupexmop Ouopenvu Tamau

JlosepenHoe UYo: Junyenxo H.C., dosepenrocnb P-0]14 om 14.05.2018 .

3ASIBJISIET, UTO

AeKapcmeeHHoe Cpeocmeo: 3anaun, Cynno3umopuy 8a2UHIbHbIE 300 m2 1 wm., ynaxosKu A4etKosble
xonmypuvte (1), nauxu KGPMOHHLIE, PY Ne JIC-000021 om 18.01 .2010 (dama nepeodopmreHs 28.10.2014)
gvioano 340 "DapmayesmutecKul sas00 ITHC", cepua M003, napmus 46766 ynaroeok, 200eH 00 01.01.2021,
npouzo0cmea Tpommcdopdd I'm6X u Ko.KI', l'epmarus, Trommsdorff GmbH & Co. KG, Trommsdorffstrasse
2-6, 52477 Alsdorf, Germany, x00 OKII/2 21.20.10.171, x00 TH B3/ 30049000002, xonwmpaxm Me RUS
1/08.11.2013 om 08.11.2013, uneoiic Ne 5451629 om 29.11.2018

COOTBETCTBYET TPEBOBAHHSM

HIT 42-13395-04 usm. M 1-3

JIEKJIAPALIMA IPUHATA HA OCHOBAHHH

HPOMOKOR ucnpimanuii Ne 7796m om 17.1 2.2018 HJT 000 HL "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmudgpuxan POCC DE.®M08.C30273 om 18.1 2.2018

STRMA JIEKJIAPALLH /8.12.2018
FICTBUTEJIBHA JIO 01.01.2021

, 3unuenxo H.C.
Ch O.U.0

CBEJEHUA O PErACTPAIIAN

OPTAH IIO CEPTHOUKAIIUH, BAPEFHCTPHPOBABIHIM JNEKJIAPAITHIO

RA.RU.11®M08 OPTAH IO CEPTHO®UKALIHH MPOJYKLHHA OBLECTBO C Or’ PAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPYKHOH LJEHTP KOHT, POJIS KAYECTBA",

adpec Op2aHusayuu. 115280, 2. Mockea, ya. Macmeproéd, . 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 11 5280, POCCHAI, 20pod Mockea, yi. Macmepxosa, 0. 4, am. 3., men.:(495)788-02-88, ael-
caiim: OyKK.p@.

ETCTBHH 3APECHCTPHPOBAHA M POCC RU JI-DE.@M08.A.1 0838/18

/p&f/ | Ilunesxo U.B.

4._7‘—~—
NOATHCE PyKOBOMTENB OoC




Certificate of Analysis/ Ceprudukar aHanu3a
Manufacturer (nponsBoauTenk): Tpommcaopdd MGEX U Ko KT, FepmaHus Trommsdorff GmbH & Co. KG

TpommcaoppduTpacce 2-6,52477, Trommsdorff 2-6
Ancaopd, epmanins 52477 Alsdorf, Germany
Mpenapart: 3ANANH® CYNno3nToOPWN BATVHANBHBIE 300 mr (ynakoska 1 wr.)
(Product: ZALAIN PESSARY 300 mg (Box of1))
Cepus (Batch): M0O03 Trommsdorff itemn no. /(MAEHT. Ne): 1300423

IMocraswmk (Supplier): Tpommcaopdhd rmeX u Ko KI, Fepmanng (Trommsdorff GmbH & Co. KG, Germany)

Cepvis NocTaBlnKa (Batch Supplier): M003

Pasmep cepun (Batch quantity): 46767,000

YnakosKka: rnonaoHbI(Packaging: PALETTES). 6
Creuundurkauma (Specification): 2045233 Versien 01
[lata Npou3BCACTBa (Manufacturing date): 23-01-2018
Fopen ao (Expiry date): 01-2021

mxasafenb {Test ) \ Hopma (specification) l PeaynbraTt {Result)
Onucanue CynnosuTopuu oBanbHOM CooTBeTcTayeT / HecooTaeTenyes
{Appearance) bopmbl, gockooBpasHbie, Genoro (Conform /Non-Genferm)

usera

{Suppositories are oval, waxy,

white)

FﬂomuHHonb (sertaconazole nitrate) BpemA yAepHuBaHua OCHOBHOMO | HanuW4due [eveyFeTBUE

no BIMKX (oTHOCKMTENBHOE Rt) [WKa Ha XpomaTorpamme {positive | pegative}
(Identification of sertaconazole nitrate | WCrLITYEMOrO pacTsopa He
by HPLC (Relative Rt)) AO/MKHO OTKAOHATBCA OT

BPEMEHV YABPHMBAHWA nWKa
cepTaKoHasona Ha
XpOMatorpamme pacTsopa
cranpaprHoro ofpasua Bonee
yem Ha 2%.

(The retention time of main peak
on chromatogram of test solution
should not deviate from the
retention time of sertaconazole
peak in the chromatogram of
standard solution of the sample
in more than 2%.)

i

i MoAAMHHOCTD (sertaconazole nitrate) ¢ | Y® cnekTpol WCNBITYEMOTO ¥ [ Haauuue /eFeyFerane
| nomowsto YO (Identification of CTaHABPTHOTO PacTBOpPOB {positive / negative}
sertaconazole nitrate by UV) AONMHBI BbiTe MAEHTHUHE!, W

WUMETb MaKCUMyM NOTACLLEHHA
npu [AKHE BONHbB 30242 HM.
(UV spectra of the test and
standard solutions should be
identical and have a maximum
absorptionata wavelength of
30242 nm)
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lpenapart: 3ANAMH CYNNO3UTOPUK BATMHANBHBIE 300 mr (ynaKoBKa 1 wr.)
(Product: ZALAIN PESSARY 300 mg (Box of1}))

Cepun (Batch): MOO3

Trommsdorff item no. /{HAEHT. Ng): 1300423

NMocTaswwuk (Supplier): Tpommcpopdd rmBX 1 Ko KT, FTepmanua {Trommsdorff GmbH & Co. KG, Germany)

Cepvia NOCTaBLMKE (Batch Supplier): M003

pasmep cepun {Batch quantity): 46767,000

Ynakoeka: NOAA0HbI(Packaging: PALETTES): 6

Creungpurauma (Speciﬁcation}: 2045233 Version 01

[laTa npOU3BOACTBA {Manufacturing date): 23-01-2018

FoaeH Ao (Expiry date): 01-2021

Flpep,nﬂs amacca n 04HOPOAHOCTE NO
macce
(Average mass and uniformity by mass)

3r+5%(2,85-3,1571)
3g+5%(2.85t03.15 g)

3,00r
{3.00¢g)

(Total Combined Yeast and Mould
Count)

18/20 - = 5%, CooteeTcTBYET [ HE-COBTRETERYET
{Conform /Nen-cenferm)
2/20-+7,5%. CooteeTcTeyeT | He-coaTaeTeayes
(Conform [Non-conform)
Bpems pacTBOpEHUA He Gonee 30 MUH B BOAE 37°C < 20 MMH
{Disintegration time) {no more than 30 min in water {< 20 min)
37°C)
KonwyecTseHHOe OnpeaeneHne 300,0 mrx 5% {285,0-315,0 301,9 mr
{sertaconazole) € NOMOLLbIO v mr/cynn) (301,9 mg)
(Assay of sertaconazale by UV) 300.0 mg % 5% (285.0-315.0
meg/supp)
MNocTopoHHKe npumeck {cymma pcex) | He Bonee 0,5% <0.1%
(Related compounds: total impurities) | (NMT 0.5%)
MocTopOHHKME NPUMECH: FI-7001 e 6onee 0,25% < 0.08%
{Related compounds: FI-7001) (NMT 0.25%)
MNocTOpOHHKME NPUMECK: FI-7011 He Bonee 0,25% <0.03%
(Related compounds: FI-7011) [NMT 0.25%)
Cymma HEM3BECTHbIX npumecei we Gonee 0,2% <01%
(sum of unknown impurities) (NMT 0.2%)
MUKpOBMONOTHHECKAA HALTOTA [eiicTaytowan cneund. CooraeTcrayer */ He-cootaeresyes
{Microbiological test) Current spec. {Conform }Nea—éeﬂfem)
OBuee Yncno aspobHbIX Makc. 10° KOE /r <10 KOE /r *
MWKPOOPraHU3MoB (max 10° CFU/g) {< 10 CFU/g)
{Total aerobic microbial count)
Oblee HMCAO0 APOHIMEBBIX U Maic. 10" KOE /r <10 KOE /r*
nnecHesbix rpubos (max 10" CFU/g) (< 10 CFU/g)

Pseudomonas Aeruginosa
(Pseudomonas Aeruginosa)

OrcyTcTaueB 1T
(Absence in 1 g)

CooteercTayet* / Hecootaevenyes
{Conform [Non-Conform)
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Mpenapar: IAAMK CYMMO3UTOPUM BATUHA/IBHBIE 300 mr {ynaxoexa 1 wr.)

(Product: ZALAIN PESSARY 300 mg {Box of1))

Cepua (Batch): M0O3 Trommsdorff item no. /(naent. Ne}: 1300423
Mocrasuwuk (Supplier): Tpommeaopdd rMBX 1 Ko KT, Tepmanus (Trommsdorff GmbH & Co. KG, Germany)

Cepws nocraswwka (Batch Supplier): MOO3

Pasmep cepuu (Batch quantity): 46767,000

ynakoska: NOAAOHbBI{Packaging: PALETTES): 6
Cneuudmkauun (Specification): 2045233 Version 01
[ara npoussoactea (Manufacturing date): 23-01-2018
logeH mo (Expiry date): 01-2021

Staphylococcus Aureus Oreyrcreves 171 CooTseTcrayeT */ He-cooraerenyet
(Staphylococcus Aureus) {Absence in 1 g) (Conform /Ner-Conferm)
Candida albicans Otcyrctenes 1r CooteetcTayeT */ He-cooTaeTeByet
{Candida albicans) (Absencein 1g) (Conform /Nen-Cenrferm)
MpoM3BOACTBEHHAA AOKYMEHTALUA DencTeytowan cneuund. CooteeTcTBYET / He-coaTBeTeRyeT
(Manufacturing documentation) {Current spec.) (Conform /Nen-GCenform)
Ynakosra(Packaging) Deitctayiowas cneuud. CooTeeTcTayeT [ He-eooTaetenyes
(Current spec.) (Conform /Nea-Cenferm)
Mapkuposka{labeling) [eicTeyiouian cneuug. CooTeercTayeT / He-cooTaeTeayeT
(Current spec.) {Conform /Nen-Conferm)
XpaueHue (Storage) MNpu TemnepaTtype He Bbille 30°C | Cooteercrayer / He-cooTeeteayes
(To be stored at temperature not {Conform [Nen-Conform)
more than 30°C)
TopeH Ao (Expiry date): 01-2021

Notes: *CoA contract laboratory

1 HVKENOANVCABLLWUACH, NOATBEPHAAKD, HTO pAaHHeii npenapat Gbin NpoBepeH cornacHo nevcreyloLed cneundpukauny U
cooTeeTcTayeT ee TpeboBaHuaM

I, undersigned certify that this product has been controlled according to current specification and meets requirements.

Bo3aMOXHbIE 3aMEUAHNA |

Possible remarks Capa 17.310
Pewenue : MNpuHaT Nata: 17.05.2018
Decision : ACCEPTED Date of release : 17.05.2018
YNONHOMOYEHHOE NALIO :
Qualified person : Dr. Stefan Peters : s

=TT .

P

Moanves (signed) %, GmbH & Co.KG
[ara (Date) 13 MAl 7018
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