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{Ipowssouienn: \ Manufacturers:
fTpouzandumens, omeemcmeennwil 3a npoussodcmed’in buik, konmpons u seinyex cepuu: |\ Manufacturer respensible for in bulk, control and baich release:

HHHOTEPA

HIVIHVINNOTHERA CHOUZY

Pro Pene Llatrrepo, 11y3n-ciop-Cue, Bamoap-ciop-Cug, 41150, @pasmma \ Ruc Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41130, France

Hpouseo0umens, OMEEMCMBeHNBIR 20 NEPSULHYIO U 8MOPWHIYI0 ynaxosky:\ Manufacturer responsible for primary and secondary packing:
CTPAJHC / STRADIS

29 pro Jleon @owe, SEHI0 Petime, Opantos/29 rue Leon Faucher, 51 100 Reims, France

CEPTHQHKAT KAHECTBA N\ QUALITY CERTIFICATE N° 010000054587

NelJA/1340/05/0) dd. 04.07.2017
Hewcrsue PY: Geecpounoe \ Validity dd. RC: unlimited

Jluenaua Ha nporasoactso (Musotepa Hlyas)y: Ne M 18/183 or 05.11.2018 \ Manufacturing license (Innothera Chouzy):
Ne M I8/183 dd. 05.11.2018

Mpoaykr: PAPMATEKC, rabaerkn sarunzanuie o 20 mr, Nel2 B ry6e \ Product PHARMATEX, vaginal Homep cepru \
tablets 20 mg, Ne12 in tube

AKrHBHOC BeuieeTrO: | TalsieTka BArKHANBHAR COACPHHT MupHCTANKORMS Xaopasa 20 mr\ Active ingredient: 1 Batch
vaginal tablet contains myristaikonium chloride 20 mg number:
Perucrpaunoknoe yiocrosepenue (PY} Ne UA/1340/65/01 ot 04.07.2017 \ Registration certificate (RC) .

HNara wsroresacnss \ Manufacturing date: 0972619
Cpox roxvocts \ Expiry date: 082022

Konuuecrso uposyxumn B cepuu A The number of products per batch: 5968

tube

Ananus cornacHo tpeGosanmnsm aeiicrayomux MKK n
Analysis accerding 1o the current QCT (quality control techniques) requirements for the product Pharmatex, vaginal tablets 20 mg, N212 in

a npenapar @apmarexkc, TafJeTKl BArHHAILREIE o 20 Mr, N

12 B 1yfe’

HasmenoBanue

Meroam xonTpons |

Tpebopanun MKK (cnennduxaunn) \ QCT

Pesyantatne\

nokasarened \ Control methods {specification) requirements Results
Characteristics )
Onncanue \ Description | Busyamsno \ Visually Besnie kpyribie rabietkn ¢ otaepeTues B uenTpe \ White round | Coorserctryer \
tablets with a central hole Complies

Haewrmgrocainm \ 1dentification

MUPHCTANIKOHKA XNOPHI

Enp.®. (2.2.29)% \ Eur.Ph.

Ilps BaiBvexe:

Cooreercrayer \

MupHerankonks Xa0pHa \
Myristalkonium chioride

{2.2.20)*

1910 21 mg/ tab.)

(HPLO) \ Myristalkonium (2.229)* Bpemena y/ep®HBaHAS DCHOBHAIX (1HKOR HA XPOMATOIPAMME Complies
chloride (HPLC) MCTIATYEMOID PACTRODA JROTKHBI COOTBETCTHOBATE BPCMCHAM

YACPAHBABUS OCHOBHBIX ITHKOB HZ XPOMATOIpaMME CraliiaprHoro

PacTBOPa MUPHCTAIKOHHH XNOpUaz \
At release: ‘Fhe retention times of the main peaks in the
chromatogram of the test solution should correspond to the
relention times of the main peaks in the chromatogram of the
standard solution of myristalkonium chloride

B TedeHe cpoka rogsHocTH: - \ At shelf - life: NA
Mupuctankonus xaopua | Meromixa npoussores | Vpy semiveke: IonyGoe oxpampsan et Coovreercrayer \
(uBemiza peaxipn) Method of manufacturer At relesse: Blue colouring Complies
Myristalkonium chloride B reuenue cpoxa 1oauocTH: -\ At shelf — life: NA
(colour ryaction)
Cpeuutsn macca Tabrensa\ Erp.®. (2.9.5)* \EurPh. | 800 et 5% /a6, (760 - 840 ar/ 1a6.) \ 800 mg + 5% /tab. (760 - 799
Average mass of mblet (2.9.5)*

840 mg/ tab.}

OmHOpoMHCCTE J03HPOBARNLIX | EBp.@. (2.9.40)* \ Eur.Ph.  ([Ipw aeinycxe: CooTsercrayer tpebosannam Eap, . (2.9.40)\ At| Cooreercrayert
emarit\ Conterit uniformity (2.9.40) release: Complics with requirements of Eur, Ph. (2.9.40) Complies

B reuckie cpoka rojHocty; - \ At shelf — life: NA
Onpenencrse pH \pH Esp.®. (2.2.3)* \ Eur.Ph. 5,5+ 0,5 (o7 5,0 10 6,0) 1 5.5% 0.5 (from 5.0 t0 6.0) 56
determination (223
PacraysacuocTs (spevs Ebp.®. (2.9.2)* \ Eur.Ph. <5 Mur <Smin 2
PACTRIBRMOCTH) | (2.92)%
Disimegration time s
KonnuecTeensniit aHamms \Assay

Esp.®. (2.2.29)* \ Eur.ph. | 20Mr#5%/ 136, (07 19 210 21 mr/ 1a6.) 1 20 mg <4 5%/ @b. (from 21
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Tipoayxr; ®APMATEKC, Tabievks BaruHaibHeie 1o 20 mr, M12 B 1y6e \ Product PHARMATEX, vaginal Howmep cepan \
tablets 20 mg, Nei12 in tube .
AKTHEHOE BeiecTBO: 1 Tabnerka sarHRAILHAS COACPXUT MHPHCTRIKOHMS Xaopria 20 s\ Active ingredient: | Batch number:
vaginal tablet contains myristalkonium chioride 20 mg S1o83
Perucrpaumornoe yaocrosepehue {PY) N UA/1340/05/01 or 04.07.2017 \ Registration certificate (RC)
NeUA/1340/05/01 dd. 04.07,2617
Ilefictaue PY: Gecepoanoe \ Validity dd. RC: unlimited
Jluyensus na npouzesocmao (Munomepa [ysuj: Ao M 18/183 om 05.11.2018 \ Manufaciuring license (Innothera Chouzy):
Ne M 18/183 dd. 05.11.2018
Muxpolnaonsgeckuii Eap.. (2.6.12, 2.6.13, B 1rnpenapara gouyckaeresi: \ In | g of the product it is
. accepiable:
KOHTPOSIL \ 514 \Eur.Ph. (26,12, oBwee uncio arpobinix Mukpooprannsmos (TAMC) ue Gosee 102
Microbiological control 2.6.13, 5.1.4)* KOE/r\ 1otal count of acrobic bacteria {TAMC) not more than 10? <10
CtUfg;
obee yucio ipoXaKesnix W (ecHesex Ipubor (TYMC) e Gouce
19! KOE/r \ total count of yeasts and moulds (1'YMC) not more <1t
than 10°CFU/g;
#e pooyckaercal it should be absent:
Stapitylococcus aureus /2 ' Staphylococens aureus/y Oreyrersyer/r\
Abseat/g
Pseudomonas aeruginosa’2 | Pseudomonas aeruginosa’y Oreyrerayer/r
Absent/g
Candida albicans/z \ Candida albicans/g Oreyrerayer/id
Absent/g
Vimwonsa \ Packing B cOOTBEICTREH ¢ 12 Tabuerok BATHHATKHBIX. B ROIIMIPOIKNCIHOBOH TyDe ¢ Coorsercrayer \
HHETPYKUHEH Jis MEAUUKHCKOrO DPHMEHCIMSE B KapTOHHeH Complies
aehcrRyommums MKK Y In kopobke \ 12 vaginal 1ablets in polypropylene tube with
compliance with the current instruction for medical use in carton box
QCr

- mecm ne nposodumci | NA

*neficmayiowee w3, Eap.@. \ Eur Ph. current edition

HactoRitMs TIOXTBENAR, w0 IFHACACKNAR Bbizie HIGhopMaLms B rnnoM CeprHHKATe KA4ECTRE ABNACTCR AOCTORCPHOM H TOUHOMN. [laiHas Cepus IPOTYK1iHH
GLliia IPOKIBCUSHA H HIPOLIA KOWIPOAL KAHECTBE B TIONHOM COOTRCTCTBHH ¢ 1pebonanuasy GMP, yCTanoriIeHBnIMH MECTISBIM PEIYINTOpibA apranom ANSM
(Ppanuit), @ TROKE B COOTBLICTBUH CO CIEUADHKALHMA MY, YTBCPIICHHAIMH B YKPAHHC Ui JIBHHOIO JEKAPCIBEHNOI0 cpeactia. 11poTokosn posIBoaCcinG,
YHAKOBOK H aHA:AM308 GbelH UPOBCPEHEI H YCTBHOBAICHO COOTBCTCTRNE TpeGonanay GMP (GMP Ceprudmxar Ne 2018/HPF/FR/256 or 26.11.2018). 4 [ hereby
certify that the above information in this Certiticate of quality is authentic and accurate. This batch of the product has been manufactured and passed the quality
controf in full compliance with the GMP requirements of the local Regulalory Authosity ANSM (France) and with the specifications registered in Ukraine for this
medicine. The batch processing, packaging and analysis records weres reviewed and found to be in compliance with GMP (GMP Cerlificate Ne 2018/HPF/FRr256

dd.26.11.2018),

Jawinwuenne \ Conclusion:

TloapxuTeasioe 3aKM09eHAE B cooreercrany ¢ MKK \ Positive
conclusion according to QCT requirements
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JEPXJIIKCITYKBA
JTEPYKABHA CJIYKBA 3 JIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM V KHiBCHKIN OBJIACTI

npocnekt Banepis JlobaHoscbkoro, 51, m. Kuis, 03110, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo SIKIiCTHL BBE3eHOro B YKpaiHy JiKapchbKoro 3ac00y

30.11.2020 Ne 64435/20/10

OAPMATEKC

(naiiMeHyBaHHa mikapcbKoro 3acofy 3riHo 3 peecTpauifiHiM MOCBiAYEHHAM)
rabaerku BarinaabHi mo 20 mr no 12 Taéaerox y Ty6i; mo 1 Ty06i y KapToHHiii Kopooui

((opma BHMyCKY, A03YBAHHA, BUI NAKyBaHH: nikapcekoro 3acofy)

Homep peectpauiiisoro nocsizuents UA/1 340/05/01 crpox xii peecrpauiiinoro nocsizuenss 01 .01.2099

Cepis nikapcbkoro 3acoby Ne ST283 Kinbkicts BBE3eHOrO Aikapeskoro 3acoby 130
BpoGHHK Innorepa [1ly3i, @panuis
(MaiiMeHyBaHHA BHPOOHHKA MiKapeKoro 3acoly, kpaika MOXOIKEHHS)
Bee3eHo B YkpaiHy CuijibHe YKpPaiHChK0-eCTOHChKE MiANPHEMCTBO Y ¢opmi ToBapuCTBA
3 o6Mekenoro BixnosinaasaicTio "OnTtiMa-®apm, JIT", inenr. xox:
21642228

(naliMeryBanns Ta koa 3a €JIPTIOY ropuanyiHoi ocobu abo npizsue, iM'a, 1o 6aTbkoBi dizHuHOT
ocobu - nianpuemud, ii Micue MPOKUBAHHA Ta peectpauiiinuit Homep 061iKOBOT KAPTKH NATHHKA
nonatkis abo cepis Ta HOMEp nacnopra)

Mporoxkon BisyansHoro koutpomo sin 24.1 1.2020 No 4102/9.

3a pesynbTaTaMH J€PKaBHOTO KOHTPOMO BCTAHOBICHO, mo Jikapcekmii 3aci6 BBeseo B VYKpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTEA o0 3a6e3nedeHHs AKOCTI TIKapChKHX 3acobiB.
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