Trommsdorff
Certificate of Analysis/ Ceprudmxar kadecrsa
Manufacturer (nponssoanrens): Trommsdorff GmbH & Co. KG,
Trommsdorffstrasse 2-6, 52477 Alsdorf, Germany
(Tpommenopdp¢d I'mBx n Ko KT,
Tpommcnopddmrpacce 2-6,
52477 Anbcpopd, I'epmanns)
+ Product(npoayxt): ZALAIN®ovulo, pessary 0.3 g Ne 1/3anaun osynu, neccapuu no 0,3 r Ne 1
. Batch No.(cepas Ne): P001 Trommsdorff item no./(ugent.Ne): 1301060/LV00013
Batch size (pasmep cepur): 46035,000 boxes {(kopo6ok)
— Number RC (momep PC): UA/1849/02/01
Term of validity RC ( cpok gelicrasa PC): 25/06/2020
Licence DE_NW_04_MIA_2017_1019 (JIunensus DE_NW_04_MIA_2017_1019)

Certificate GMP - DE_NW_04_GMP_2017_1040 (Cepruguxar GMP - DE_ NW_04_GMP_2017_1040)
Date of manufacture (naTa npoussoacrsa): 01/2020
Expiry date (roaen mo): 01/2025

Strenght/Potency (Cuuia pefictBun/ akTHBHOCTS): 1 pessary content sertraconazole nitrate 0,3 g
(1 meccapuii comepkuT: ceprakonasona uutrpara 0,3 r)

Test/ IlokasaTenn Specification/ Hopma . Result/ Pesyabrar

Onucanne/Appearance OsanbHbHi, BOCKOBHAHBIHA Cootsercreyet/complies
neccapuii/ Shaped pessary with waxy
appearance

Mre Or 6enoro ao noutu 6enoro/ From Benwiii/white

_ liner/Colour white to off-white
Cpennsis macca (Average mass) s 285-3.15r 3.00 ’
Onnopoanocrs Maccs! (Uniformity of mass)  OTknoHenue ot cpentel maccht: CooteercTByet/ complies

Hns 90 % (18/20) cyn. — ne Gonee
+5 %, ana 10 % (2/20) cyn. -

—He Gonee = 10 %

Deviation from average mass:

for 90 % (18/20) sup. — not more + 5
%,

for 10 % (2/20) sup.— not more # 10
%
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Trommsdorff

Pacnanaemocry/ disintegration 10 - 30 (MuH) 20

Hnentnduxauns cepraxonasona (B3XKX)/  Bpems yuepuanua cepraxonasona Cootrercryet/ complies
Ha XpOMaTOrpaMMe HCH. p-pa
JOMMKHO COBNAA. CO BPEM. YAEpX Ha
(by HPLC) . XPOMATOrpaMme CTaHj p-pa/
Retention time on a chromatogram
sertaconazole solution used must
match the retention time in the
chromatogram of the standard

Identification of sertraconozole

solution
Koannuecreennoe conepuanne 285.0 - 315.0 mr/ neccapwui 304.6
CepTaKoHa3ona HuTpaTa (BIXKX) / (mg/ pessary)
Assay of sertraconozole nitrate
(by HPLC)
Conyrcrayioune npustecn/ Release Shelf life
(related impurities) : Specification Specification
- F1-7001 (npumecs, A, Esp.®apm.) <0.25% <£0.25% <0.05
(impurity A, EPh)
- FI-7011 (npumecs C, Enp.®apm.) <0.25% <0.25% <0.05
(impurity C, EPh)
- 110028 HeH3BECTHAN NpuMecs/ any <0.20% <0.20% <0.05
unknown impurity
- CymMMa npHMeceii/ total impurity <0.50% <0.50% <0.05
Muxpobuonornueckan uncroTa (KOE/r)y
Microbiological quality (CFU/g)
- obee yneno arpobHbIX MHKPOOPraHHIMoB
(TAMCY)/ Total aerobic microbial count <10? ] <10*
- obee wHeno rpuGos i
(TYMC)/Total Count of fungi <10! ' <10*
- Pseudomonas aueruginosa, Honxum orcyrcrsosars Cooreercrayer/ complies*
- Staphylococcus aureus, (Should absent)
- Candida albicans
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s o Trommsdorff

Pa3mep u THN ynakoBkn (size and type of packages): no 1 neccapuio B 6imucTepe; no 1 Gnucrepy B
KapTOHHOH KOopo6Ke ¢ MapKHPOBKO# Ha ykpauHckoM a3bIke (1 pessary in blister: 1 blister in carton box
with marking on Ukrainian)

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP.

Hacrosimym 51 ya0cTOBEpSTO, ITO NPHBENEHAAS BHIIE HHOPMALHS ABNAETCS HOCTOBEPHOH H TOYHOH.
Sra npoAykums Griia npousBeaeHa(BKMOYAs YIaKOBKY/MapKUPOBKY) H IPOBEIEH KOHTPOIH €8
Ka4ecTBa Ha BHIIIEYNOMSHYTOM YYaCTKE B [IOJHOM COOTBETCTBHH ¢ TpeGopannamu GMP,
YCTaHOBJICHHBIMH MECTHBIM PETYJIATOPHBIM OPTaHOM, & TaloKe COIVIACHO CrelHpHKALHH,
conepxalielicss B perucTpallioHHOM Jocke. [IpoTOKONE! IPOM3BOACTBA, YIAKORKH H AHATH30B GHUTH
NIepeCMOTpPEHEI H YCTaHOBJIEHO cooTBeTcTBHE GMP,

Notes: * CoA contract laboratory

[X] released (nonyiuen)
[ 1not released (1e nonmywen)
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i.A. Regife (,4 eﬂé (/é\ Dr. Astrid von Holt 04 MAI 2020
Analyst (AHanHTHK) : Qualified Person (xomnerentHoe nuo) ~ Date

Stamp




JEPKITIKCITY XKBA
JNEPKABHA CJIYKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMMH Y KHUIBCBHKIN OBJACTI

MPOCTEKT Banepis JloGaHOBCHKOTO, 51, m. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.% Kon €JPIIOY 37078774

BHUCHOBOK
npo siKicTb BBE3EHOI0 B Y kpaiHy JiKapcbKOro 3aco0y

26.01.2021 Ne 1430/21/10

3AJIATH OBYJII

(HaliMeHyBaHHS NiKapCLKOTo 3ac00y 3TiHO 3 peecTpalifHKM IOCBIAYEHHAM)
necapii no 0,3 r mo 1 mecapiro y 6aicTepi, no 1 6icrepy y KapToHHiil Kopooui

(hopma BUNYCKY, 103yBaHHs, BUA NAKYBAHHA nikapcskoro 3acody)

Homep peecTpauiiiHOro NocBiAYeHHs UA/1849/02/01 crpok aii peecTpauiiHOro nocsinteHHs 25.06.2020

Cepis nikapcbkoro 3acoby Ne P001 KinbkicTs BBE3eHOTO Jikapebkoro sacoby 1737
BupoGHuK Tpommcaopdpd I'mbx i Ko KT, Himeuunna
(naiiMeHyBaHHs BUPOOHUKA nixapcenkoro 3aco0y, kpaiHa MOXOKEHHS)
Beeseno B Ykpainy CrijibHe YKPAiHCHKO-eCTOHCHKE MiANPAEMCTBO Y dopmi ToBapUCTBA
3 0OMEsKEHOI0 BilMOBIIAIbHICTIO "Onrivma-®apm, JITA'", inent. kox:
21642228

(naliMeHyBaHHs Ta KO 32 € JIPTIOY opuantHoi ocobu ado npi3BULLE, iM'8, [0 GarbKoBi (izu4noi
ocobu - nianpuemus, i Miclie MPOKUBAHHS T peecTpauiiiuit Homep 061iK0BOT KAPTKH NIATHUKA
foAaTKis abo cepist Ta HoMEp Nacropra)

TpoToKoN Bi3yanbHOF0 KOHTPOJIIO BiA 19.01.2021 N 0102/10.

3a  pesyNbTaTaMu AEPKABHOTO ~KOHTPOJO  BCTAaHOBACHO, wo Jikapcbkuil 3aci0 BBE3EHO B Vkpainy 3

JAOTPHMAHHSM BuMOr 3aKOHONABCTBA wono 3abesneuerHs AKOCTI J1ikapehbKuX 3acobiB.
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