JNEKJAPAIIUSA O COOTBETCTBHHA

JNEKJAPAHT, IPUHUMATOIIHHA JEKJAPAIIUIO O COOTBETCTBHH

000 "3ruC-rycC”

Ceedenun o pezucmpayuu opzanusayuu. Mexcpaiionnas uncnexyun @edepanonoii Hano20601 caydicbel Ne 46 no
2. Mockee 12.04.2007, OT'PH 5077746558160, dama npuceoenun OF'PH 12.04.2007.

Aopec: 121108, &. Mockea,yn. Heana @pariko ,0.8. Teneghon:8(495)223-01-04,paxc:8(493)223-01-50

B nuye: lenepanvnoiti dupexmop Kuumogp Meuucnae Cxyn

Hoeepennoe nuyo: Ienex H.B., ooeepennocms 49 om 01.07.2019 2.

JAABINHET _UTO
nexapcmeentoe cpedcmeo. 3anaun, cynnosumopuu eazunansreie 300 me | wm., ynakosxu A4eikogsle

xonmypuvie (1), nauku xapmornnwie, PY Ne JIC-000021 om 18.01.2010 (dama 3amener 17.08.2018) svidano 340
"Dapmayeemuveckuti 3a600 IIHC", cepus N00., napmus 45972 ynarosok, zoden oo 01 .03.2024,
npouseodcmea Tpommcoopd Im6X u Ko.KT, lepmanus, Trommsdorff GmbH & Co. KG, Trommsdorffstrasse
2-6, 52477 Alsdorf, Germany, koo OKITJ]2 21.20.10.171, ko0 TH B3/ 3004900002, konmpaxm Ne RUS
1/08.11.2013 om 08.11.2013, unsotic No 5453028 om 13.08.2019

COOTBETCTBYET TPEBOBAHHAM
JIC-000021-170818

JEKJAPAIIUS MPUHATA HA OCHOBAHHH
npomoxon ucnsimarnuti Ne 4683m om 23.08.2019 HJT OO0 HL] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC DE.PM08.C46802 om 23.08.2019

@ - - ITenex H.B.

NOAMHCH d.HU.O

CBEJEHUSA O PETUCTPAIIMHA

OPTAH 1O CEPTHO®HMKALIMH, SAPETUCTPHPOBABIINUH JEKJIAPALIAIO

RA.RU.11®MO08 OPTAH 110 CEPTH®HKALIMH MPONYVKIIHHA OBL{ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opeanwzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men. (493)788-02-88, ee6-

catim: oykx.pe.

Junenxo W.B.
PykoBoaurens OC




Certificate of Analysis/ CepTudukat aHanusa

Manufacturer (npoussoAnTenb): Tpommcaopdd FMEX W Ko KI, lepmanuna

TpommcaopdpuTpacce 2-6,52477,
Ancpopd, Tepmanus

Trommsdorff 2-6

52477 Alsdorf, Germany

MpenapaT: aANAUHE CYNMosnToPUA BATUAHANBHBLIE 300 mr (ynakoska 1 wr.)

(Praduct: ZALAIN PESSARY 300 mg (Box of1))
Cepus (Batch): NOO1

Trommsdorff item no. [(MAEHT. Ne): LV00011

Trommsdorff GmbH & Co. KG

MNocTaswmk (Supplier): Tpommcaopdd ru6X u Ko KIM, Mepmaduis (Trommsdorff GmbH & Co. KG, Germany)

Cepus nocraslyuka (Batch Supplier): NOC1

Pasmep cepuu (Batch quantity): 45973,000

Ynaxoska: NOAAOHbI(Packaging: PALETTES): 6
Cneundukaums (Specification): PA ZP0O000D6 Version 2
[ata npoussoacTaa (Manufacturing date): 03-2019
ropew ao (Expiry date): 03-2024

Mokazatens (Test) Hopma (Specification)

peaynbrat (Result)

Onncaune
(Appearance)

CynnosuTopuu 0BaLHOK
dopmsl, BOCKOOGPasHbig, 6encro
yaera

(Suppositories are oval, waxy,
white)

CooTBercTeyeT [ He-cosTBatenyes
{Conform /Nen-Contorm)

MoanuHHocTb {sertaconazole nitrate)
fo BIMX (oTHocuTenbHoe Rt)
(identification of sertaconazole nitrate
by HPLC (Relative Rt))

Bpema yAEpiKMBaHNUA OCHOBHOMO
fMKa Ha XpomaTorpamme
ACNBLITYEMOIo pacrsopa He
AO}T)KHO OTHAOHATLCA OT
BpPeMEHM yAepHuBaHus niKka
cep'raxouasona Ha
XPOMaTOrpamme pacreopa
cranaapTHoro o6pasua fonee
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%.)

Hanuume [oTeyTeTsue
{positive / regative}

MoanuHHOCTE {sertaconazole nitrate) ¢
nomousio Y& {Identification of
sertaconazole nitrate by UV)

Y@ CRexTpbl UCrbiTYemoro M
CTaHAAPTHOMO PacTeopos
A0MKHD! BBITh MABHTUYHBL, 1
WMETb MaKCUMyM NOTADLWEHKUS
npw A/MHe BONHDI 30242 HM.
{UV spectra of the test and
standard solutions should be
identical and have a maximum
absarption at a wavelength of
302£2 nm)

Hanuuue /eFeyFeraue

(positive / negative}

page | of 3

09, juL 2018 %



Npenapar: 3ANAUH’ CYNNO3UTOPUM BATMHATBHBIE 300 mr

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

CepuA (Batch): NOO1

Mocraewwmk (Supplier): Tpommcaopdd MEX v Ko KI, Fepmanua

CepvA NOCTasLLIMKA (Batch Supplier): NOD1
Pasmep cepuy (Batch quantity): 45973,000

(ynakoska 1 wr.}

Trommsdarff item no. /(naexT. Ne): LV00011

ynakosra: NOAJOHbI({Packaging: PALETTES): 6
Creundukauun {Specification): PA ZP0O0006 Version 2

[Jara npou3soncTsa (Manufacturing date): 03-2019

rogeH ao (Expiry date): 03-2024

(Trommsdorff GmbH & Co. KG, Germany)

CpeaHsf Macca v OAHOPCAHOCTE NO
macce
(Average mass and uniformity by mass)

3r+5%(2,85-3,1571)
3g£5%(2.85103.15 g)

3,02r
{3.02g)

(Sum of unknown impurities)

{NMT 0.2%)

18/20 - £ 5%, CooTBeTCIBYET [ He-cooFaeFesyes
(Conform /Nen-conform)
2/20 - £ 7,5%. CooTRETCTBYET [ He-cooTBeTeyet
{Conform /Nen-cenferm)
PacnanaemocTb He Bonee 30 mvH B Boge 37 °C 20 mMuB
(Disintegration time) (no more than 30 min in water (20 min)
37 °C)
HoAvdecTBeHHOE onpeaeneHue 300,0 mrt 5% (285,0-315,0 300,8 mr
(sertaconazole) ¢nomouipio YO mar/cynn) {300,9 mg)
(Assay of sertaconazole by uv) 300.0 mg + 5% (285.0-315.0
mg/supp)
Mocropokue npumeci (Cymma scex) | He bonee 0,5% <05%
{Related compounds: total impurities) (NMT 0.5%)
NocropoHHye npumecw: FI-7001 He Banee 0,25% <0.25%
{Related compounds: F1-7001) [NMT 0.25%)
NoctopoHHue npumeci: FI-7011 He bonee 0,25% < 0.25%
(Related compounds: FI-7011) {NMT 0.25%)
MoGoN HeW3BECTHBIA NPUMECcH e bonee 0,2% <0.2%
(any single unknown impurity) (NMT 0.2%)
Cymma HEN3BECTHBIX npumecen He Gonee 0,2% <0.2%

MUKpOBUOAOTUHECKEA YACTOTA

[edcTeyowan cneuud.

CoorveeTcTBYET */ He-cooTneveayes

naecHessiX rpubos
{Total Combkined Yeast and Mould
Count)

{max 10" CFU/g)

{Microbiological test) Current spec. {Conform [Nen-Conform)
OBLee YHCNO aapoBHLIX Maxc. 10° KOE /r <10KOE /r *
MWUKPOOPraHW3Mmos {max 10 CFU/g) (<10 CFU/g}

(Total aerobic microbial count)

OBWEee MUCD APOMHMKEBSIX U Makc. 10" KOE /r <10 KOE /r *

(<10 CFU/g)
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Mpenapar: 3ANAVMH CYNMO3UTOPHN BATMHA/BHBIE 300 mr {ynaroska 1 wT.)
(Product: ZALAIN PESSARY 300 mg (Box of1))
Cepwsa (Batch): NOO1 Trommsdorff item no. /{uaenT. Ne): V00011

Nocrtaeuwmk (Supplier): Tpommeaopdd TmBX u Ko KI, Fepmanus {Trommsdorff GmbH & Co. KG, Germany)

Cepua nocTaswuka (Batch Supplier): NCO1

Pasmep cepuu {Batch quantity): 455873,000

VnaxosKa: MOAACHbI(Packaging: PALETTES): 6
Cneuyudvrauua {Specification): PA ZPD0006 Version 2
[laTa npousBOACTER {Manufacturing date): 03-2019
fopeH po (Expiry date): 03-2024

pseudomonas Aeruginosa OtcytcTBre 8 1T CootBetcTsyer™ / He-coorpeteayes
(Pseudomonas Aeruginosa) (Absence in 1g) (Conform /Nea-Cenferm)
Staphylococcus Aureus Otcyreraue s 11 CoaTaeTcieyer */ Hecoe¥aaresye®
(staphylocaccus Aureus) (Absencein 1g) (Conform /Nen-Cenferm)
Candida albicans Orcyrereues 1r CooteerciByeT */ He-£88TBETERYET
(Candida albicans) {Absence in 1g) (Conform /Men-Cenfers)
MpoM3BOACTBEHHAA AOKYMEHTAUNA [eictayiowan cneund. CooTsercTeyer / He-cos¥BetTeayes
{Manufacturing documentation) {Current spec.) {Conform /Nea-Conferm)
ynaroska{Packaging) [eicreyrowan cneund. CooTseTcrayet / He-coorseveayes
(Current spec.) {Conform /Nen-Ceaterm)
Mapruposxa(labeling) [eitcTayiowan cneund. CooTseTCTBYeT / HeconTaeteayes
(Current spec.) {Conform /Nen-Conferm)
XpaHeHuea {Starage) Npu TemnepaType He Bbllle 30 °C | CooteercTByeTt / He-cooTeeseayes
{To be stored at temperature not (Conform /Men-Eanterm)
more than 30°C)
ToaeH Ao {Expiry date): 03-2024

Notes: *CoA contract laboratory

£ HuKenoanMcaBLUVACA, NOATBEPKAAI, 4TO AaHHblfl npenapart Obin NPOBEPEH COrNacHo pevcTaylowen creuvdnkaumm v
cooreeTcTBYET ee TpeboBaHnRmM
I, undersigned certify that this product has been controlled accerding to current specification and meets requirements.

DuUptaa rapaHTUPYET, YTO KaYeCTBo YKa3aHHOro B HACTOALLEM cepTudiuKaTe Npenapara cooTBeTCTBYEeT TpeboBaHunam
yreepiaeHHon HI Ne Nc-000021-170818

Bo3MOXKHbDIE 3aMeUaHiA |
Possible remarks Capa 17.310

PeweHue : NpuHaT

Hata: 14.06.2019
Decision : ACCEPTED

Date of release : 14.06.2019

YnonHomMo4eHHoe Nuuo .
Qualified person : Dr. Astrid von Holt
A
Moanwues (signed) SR bﬂ 4\4 Trommsdorti
Harta (Date) ¢ { . \[/"’V*w G GmbH & Co. KG
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CERTIFICATE OF COMPLIANCE {CoC)  rommdarn

PRODUKTNAME Zalain RU 1 pessary
Name of product
LAND RUSSBIAN FEDERATION ZUL. NR./ REG.-NR.
frporiing couniry - Market Marketing authorisation

number
DARREICHUNGSFORM Passary PACKUNGSGROSSE/ATYP 1 pessary / Streifen
Daosage form Package siza and type
ARTIKEL-CODE Lvoo011 IDENTNUMMER 19011138
Articla code Identnumber
CHARGENBEZEICHNUNG NOO1 BULK-CHARGEN- 000055
Bafch number BEZEICHNUNG

Bulk batch number |
HERSTELLDATUM 0372019 IDENTNUMMER BULK %19010019
Date of manufacture Buik identnumber
CHARGENGROSSE 45.973 St VERWENDBAR BIS 0372024
Batch size Expiry date
LAGERBEDINGUNGEN Do not store above 30°C
Siorage conditions
BEMERKUNGEN Cape (7. 310
Cormmenis
DEVIATION ] JE nein

Cartification statement

Wir bestéitigen hiermit, dass die genannten Angaben authentisch und richtia sind. Diese Produktcharge wurde nach ganshmigten Varfahren,
dan geltenden Rechtsvorschrifisn und den GMP-Regeln hergestelit, verpackt und gaprift, Es erfdilt die requlatorischen Anforderungen, Falls
Abweichungen von den genehmigten Verfahren sufiraten, wurden sie z.B. im Rahmen von Abweichungsberichten vollstindly bewertet und von

den verentwortiichen Personen genehmigt. Die gesamte Dokumentation wurde geprift, sla ist in Ubereinstimmung mit Herstellanwsisung und
Produktspezifikation.

We heraby certify that the above information Is authentic and accurate. This batch of product has been manufactured, including
packagingfiabelling and quality contrel at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications In the Marksting Authorisation of the importing country or market and given by the costumer. Any
deviations in production or quality control have bean authoriged by the persons respansible In accordanca with a defined system. The batch
processing, packaging and analysis records were reviewad and found 1o be In compliance with GMP.

Die Charge Ist freigegeben zum Inverkehrbringen.
The batch is released for the market.
Hiemmit zertifiziere ich, dass alle Herstellungsstufen dleser Fertigproduktcharge in voller Oberainstimmung mit den Anfordsrungen der Guten

Herstellungspraxis der EU und [falls innerhalb der EU} mit den Anforderungen der Ganehmigung(en) for das Inverkehrbringen im Zlelland/in den
Zieliandem durchgefihrt wurden.

{ hereby certify that all the manufacturing stages of this baich of finished product have been camied out in full compiiance with the GMP
requirements of the EU and {when within the EU] with the requirements of the Marketing Authorization(s) of the destination cauntry/countries.

16z ( /<( (e 6“@6@

Datum date / Unterschift Sign Qualified Person von Holt/ [ | Peters/ [ other QP

Production site: Trommsdorff GmbH & Co. KG, Trommsdorffstraile 2-6, D-52477 Alsdorf
GMP-Certificate No. DE_NW_04_GMP_2017_1040/ Manufacluring suthodzation No. DE_NW_04_MIA_2017_1019



