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JEPXKABHA CJIVXKEA 3 JIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCBKII OBJIACTI

npos. Ceitnuanoi Hagii, 3, m.Kuig, 02099, Tes/hakc: (044} 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €IIPIIOY 37078774

BUCHOBOK
Ipo SIKiCTs BBe3eHOTo B YKpaiHy jikapchbKoro 3acody

17.01.2024 Ne 487/24/10

DAPMATEKC

(HalimeryBaiis AikapeEXOTe 3acoBy 3TiHO 3 peccTpaifiHNM 1o CBITUSHHM)
Tabjaerkn Barinannni no 20 Mr;.mo 12 tabaerex v Ty6i; no 1 Ty6i B Kaprouuiii kKopoui

((bopnta epmycky, Ro3yBaHHA, U NAKYBRHEA TKApCHXOro 3aco6y)

Howmep peectpaniiinoro nocsiauenns UA/1340/05/01 crpox nii peectpaniiinoro nocsizuenna 01.01,2099

Cepis sixapeskoro zacoby Ne 66875 KinskicTh BBe3enoro nikapebkore sacofy 43
BipoSng Innorepa Hlysi, Opanuis
(HafintetryBaHHA BHpOOHHKa MixapCrKOro 3acofy, KpaiHa NoXomKeHHT)
Beeseno B Yrpainy CnisbHe yKpalHCLKO-2CTORCEKE IANPHEMCTRO Y opMi TOBAPHCTBA
3 0DMEREHOI0 BignoBiganbHicTIO "Onrima-apns, ITAY, igenr. kox:
21642228

(safiMenysanna 12 xox 32 €IPIIOY topitznanof ocobu abo NpisRHILe, iMH, HO GUTHKOBI I RH T
e - manpremLs, il MicLe NpowHBaKHA Ta pecerpauiiinuiil #oMep 0BaKOBOT KAPTK MNATHIKA
noaatkis 400 cepis Ta HoMep macnopta)

Hporokon sisyaasroro kourpoaw rig 12.01.2024 N 6035/2,

Jo  pesyibTaTaMil JAEPHKEBHOTO KOHTDOMO BCTAMORNEHO, WO JHKAPCEKNI 3406  Bsedeno a Yrpainy 3
AOTPHMAHHAM Busor 3aK0HOIABCTEA MO0 3a6E3MCHEHHA AKOCT] NiKAPCHKIX 2acobis.

Biraniit BOHIAPEHKO

(iwinians ta spiasnite)




LABORATOIRE

JABOPATOPIS IHHOTEK IHTEPHACBHOHAJIb \ LABORATOIRE INNOTECH INTERNATIONAL

BupoGauk: \ Manufaciurer:
Bupotnun, eionesioarenir 3a supobrnuymeo in bulk, naxyeanms, xounpoas ma eunvek cepii: \ Manufucturer responsible for in bulk, packing, control and batch

refease:

IHHOTEPA LHY3IVINNOTHERA CHOUZY
Pro Pro Pene lilaurepo, lllysi-ciop-Cic, Bamoap-ciop-Cic, 41150, dpanuis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150, France

CEPTHRIKAT AKOCTI Xe \ QUALITY CERTIFICATE N° 040001223959

[ponykr: PAPMATEKC, TabaeTkn sarinannui no 20 mr, Nel2 y 1y6i \ Product PHARMATEX, vaginal tablets

20 mg, Nei2 in tube

AKryBHa peuoBiHa: | Tabnerka sariHajibHa MicTHTL MipacTaikonio xaopray 20 mr\ Active ingredient; |

vaginal tablet contains myrista

Pecerpauiiine nocsigyenna {Pi1): Ne UA/1340/05/G1 eia 04.07.2017 \ Registration certificate (RC)

UA/1340/05/01 dd. 04,07.2017

[kontum chloride 20 mg

His PIT: neobmexena \ Validity of RC: unlimited

Jlinewnsis va pupoGunurso (InHoTepa Hlysi): Ne M 20/172 sin 12.10.2020 \ Manufacturing license (Innothera Chouzy):

M 20/172 dd. 12.16.2029

Ne

Ny

Homep cepil \
Batch number:;

66875

Hara surortosnenns \ Manufactu

ring date: 08/2023

Tepmin npunathocti \ Expiry date: 07/2026

Kinbkicrs npoaykuil B cepil (yirakosok) A Number of products per batch (packs):

2898

Anania ariguo Busmor ailounx MK na npenapar ®apmavexe, Tabnerky rarivanbHi no 20 mr, Nel2 y Ty6i \ Analysis according to the current
QCT (quality control techniques) requirements for the product Pharmatex, vaginal tablets 20 mg, Ne12 in tube

Hafimenysanna nokainukin \
Characteristics

MeTonn KouTpOIIO |
Control methods

Bumoru MKJ (crnieunixaunia) \ QCT (specification)
requirements

PesyarTtartu \ Resuits

Onuc \ Description

Bizyansuo \ Visually

Kpyrii TabneTkn 614010 KOMHOPY 3 OTBOPOM Y LenTpi |
White round tablets with a central hole

Biunoninae \
Complies

IpenTudixauin \ Identification

Mipucrankonilo xaopua
(BEPX) \Myristalkonium
chioride (HPLC)

€8p. D, (2.2.29)* \ Eur.Ph.
(2.2.20)*

Ilpu Bunveky: Yacu yTpuMaHHR OCHOBHHX TKIB Ha
XpoMaTorpasi BUNIpoOYyBAHOro po3yHUyY MAloTh BIAMORIAaTH
vacaM YTPHMAHHA OCHOBHUX NiKIB Ha XpoMaTorpaui
CTAHAAPTHOIO POIUKRHY MipUCTATKOHIIO XAOPKAY \

At release: The retention times of the main peaks in the
chromatogram of the test solution should correspond to the
retention times of the main peaks in the chromatogram of the

standard solution of myristalkonium chloride
[1pOoTATOM TCpMIHY NDUAATHOCTI: - N AL shell — life: NA

Bianosigae \ Complies

Mipucrankouilo Xnopua
(KOMLOPOBA peard i )\
Mpyristalkonium chloride (colour
reaction)

Meronyxa BrpoGHHKa \
Method of manufacturer

[pu sunycky: braxuthe 3abapeiactns |
At release: Blue colouring
[Iporarom Tepmigy npuaatHocti: - \ At shell - life: NA

Bianosiaae \ Complics

Cepams Maca Tabnierxau \ Average
mass of tahlet

3paxypaiing \ Weighing

800 Mmr 5 % /1ab. (760 - 840 M17/ 1a6.) \ B0 mg + 5% / tab. (760 -
840 mg/ tab.)

806

OnHoptniicrs ACROBANMMX OMHNLY \
Content uniformity

€ep.d. (2.9.40)* \ Eur.Ph.
(2.9.40)%

Ilpu sunycexy: Bianoeizae umoram €p. D, (2.9,40)\ At release:
Complies with requirements of Eur. Ph. (2.9.40)
[IpoTarom TepMiny npuzariocti:- \ At shelf - life: NA

Binnesizac \ Complies

Bipuaveris pH A pll determination

€ap.®. (2.2.3)* \ Eur.Ph.

5.5+0,5 (Bia 5,0 no 6,0)\ 5.5 0.5 (from 5.0 to 6.0)

(2.2.3)* >
I}wm?(%? poranain)\ Crp.P. (2.9.2)* \ Eur.Ph. <5xs\ <Smin .
Disintegration time (2.9.2)%

Kinsxictuit ananis \Assay

Mipueranmxkoniio xaopua \

Myristalkonium chloride

Crp.d. (2.2.29)* \ Eur.Ph.
(2.2.29)%

7
20mr+ 5% /ab, (81419 10 21 M17 *rd(i

(from 19 t0 21 mg/ lal

12

L/




[Iponykr: DAPMATEKC, radnerxn parisancui no 20 mr, Ne12 y ty6i\ Product PHARMATEX, vaginal tablets
20 mg, Nel12 in tube

AktreHa peuosnna: | TabneTka BarinanbHa MICTHUTL MipHCTARKOKIIO Xaopuay 20 mr\ Active ingredient; i

Homep cepii

Batch number:

vaginal tablet contains myristalkonium chloride 20 mg 66875
PeecTpauifitte noceinuenns (PH): Ne UA/1340/05/01 sing 04.97.2017 \ Registration certificate (RC) N
UA/1340/05/61 dd. 04.67.2017
/112 PIT: neoOmencena \ Validity of RC: unlimited
JTineusia Ha pupobuuurso {Iunotepa Hlysi): Ne M 20/172 sia 12.10.2020 \ Manufacturing license (Innothera Chouzy):  Ne
M 20/172 dd. 12.10.2620
MikpoGiotoria i KoHTPONTS \ €ep.®. (2.6.12,2.6.13, |Blr npfl:]r][apa'ry aenyckacThen: \in 1 g of the product it is
. . ; acceptable:
Microbiotogical control 5.1.4y* \ Eur.Ph, {2.6.12, 3”;:1,”6 nENo acpobHUX Mikpoopranismis (TAMC) He
2,6.13.3.1.4) Giabie 107 KYO/r \ total count of aerobic bacteria (TAMC) <10
not more than 102 CFU/g:
JaraspHe yueAo Apixpkosux Ta waicenesux rputie (TYMC) ne <10

6imsnre 10F KYO/r total count of yeasts and moulds
{TYMC) not more than 10'CFU/g;

e nonyckacrnes/ it should be absent:

Staphylococcus aureus /2 \ Staphyvlococcus aureus’y
Psewdomonas aeruginosa:z \ Pseudomonas aeruginosa’g
Candida albicans/z \ Candida albicans/e

BizcyTHii/r \ Absent/g
Bigcyrmiit /i L Absent/g
Biacyruiii/r \ Absent/g

- mecnt ne npogodumscg \ N
Yohowe gug, Cap.D. \ Eur. Ph, current edition

LM # 32CBIAMYIO, O HABCACHA BHIIE IH(IOPMALIS € NOCTO8ipHOI0 Ta Tomiow, o cepiio npoayxuii 6yno Bipobieso (BKNIDYAOYN MAKYBAHH/MAPKYBAHHSA) T4
NPOBEAEHO KOHTPOIb 1i AKOCTI HA BUINE3A3HAUCHIH AinbEHW Y NORHIT BLANOBINLKOCT] 3 BnMoravn GMP, BCranosneHuyy MicLesss Peryia ropHiIM OPraHoM, a TAKoX
BLANOBIANO 10 cneusdixalili, 1O MICTAThCR ¥ peecTpaltifHoMy aocsC (aBo Toprosif ninewsii Kpaiun-gRpobHyka a0 KpaiHu-iMnoprepa, AKIIO NPOAYKIIIO
IMIIGPTORAHO. ab0 y nocke cnetkdixaniii na npenapar 213 A0Ci 1KY BaHOFO aikapeskoro 3acefy). Tiporokonis RupobENITRA, NIAKYRAHKY T2 AHANRIE §Yy10 Nepernany o
Ta BCTAHOBEHO BiaNoBIaHicTs GMP. (GMF Ceprudikar Ne2021/HPF/FR/089 ia 07.06.2021). \ | hereby certify that the above information is authentic and accurate.
This batch of product has been manufactured, inciuding packaging/labeiling and quality contro! at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specitications that are in registration dossier (or with specifications in the Marketing Authorisation of the
manufaciurer's country or importing country if the product is imported, or product specification file for investigational medicinal product). The batch processing,

packaging and analysis records were reviewed and found (o be in compliance with GMP (GMP Certificate Ne2021AIPF/FR/089 dd. 97.06

2021),

Bucuorox \ Conclusion:
Hosurunnuii BucHoBOK y Bianobianocti 1o MKS \ Positive

cenclusion aceording to QCT requirements
Jdata sunycky\ Dalc of release: 11/12/2023

¥Ynoruosaxena ocoba \ Qualified Person:
Hata\ Date; 12/12/2023

Ileuwarka \ Stamp

[HHOTEPA LIIV3]1 Y INNOTHERA CHOUZY
Mipmmac \ Signature: T. COPHEA T. SORNAIS

Assurance Pharmacist

PapmaitesT Cuerems 3abesneueHns gkoceTi npoayxty \ Product Quality

INNOTHERA CHOUZY

T. SORNAIS
Pharmgcian AQP
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