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Bupoburux, sidnosioansuuit 3a supobuuymeo in bulk ma naxysanna:| Manufacturer resp

Bupo6uuku: \ Manufacturers:
Bupobnuk. eidnosidansnuii 3a xonmpony ma eunyck cepit \ Manufacturer responsibie for control and batch release:
IHHOTEPA IIIY3R INNOTHERA CHOUZY

Pio Pene Hlantepo, Llysi-crop-Cic, Bamoap-ctop-Cic, 41150, @pangin \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,

France

TEINEHBE ®APMA & KOCMETIKC \ THEPENIER PHARMA & COSMETICS
Pyt lienapremenrans 912, Cen Jlawxi nie Mopraus, 61400, ®panuis \ Route Departamentale 912, Saint Langis Les Mortagne, 61400, France

CEPTHDIKAT AKOCTI Xo \ QUALITY CERTIFICATE N° 010000102906

onsible for in bulk and packing:

125 mg

UA/10172/01/01
dd. 16.08.2019

Peccrpamiitne nocsinuenus (PI1): Ne

[Iponykr: I'enbMinToKC, cycnensia opaabHa (125 mr/2,8 M) no 15 ma y daakoni Ne
suspension (125 mg/2.5 ml), 15 m!l in bottle Nel
AKTHBHE peuoskHa: | mipHa noxka (2,5 Mna) cycnensil OpaNibHOT MICTHTh: DipadTeny eMGOHAT, eKBIBATICHTHO nipadTeny
125 mr\ Active ingredient: 1 measuring spoon (2.5 ml) of suspension contains pyrantel embon

Jin PH: weoGmexena \ Validity of RC: unlimited
JlineH3is #a supoBuuiiTeo: Ne M 20/172 six 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020

1 \ Product: Helmintox, oral

ate equivalent to pyrantel

UA/10172/01/01 in 16.08.2019 \ Registration certificate (RC): Nu

Homep cepii \
Batch number:
T358B

Hara surotossnenns \ Manufacturing date: 07/2023
Tepmin npupathocTi \ Expiry date: 06/2026

KinsxicTe mpoaykuil B cepii (ynakosox) \ The number of products
per batch (packs): 4004

AHaniz 3rigno BuMor aitounx MK na npenapat I'enbminToxe,
according to the current QCT (quality control techniques) require

cycnensis opaaeHa (125 mr/2,5mn) no 15 ma y paaxoni Nel \ Analysis
ments for the product Helmintox, oral suspension (125 mg/2.5 ml), 15 ml in

bottle Nel
Hoxasuukn axocti\ Quality | Metoan xontpomo \ Crneundixauil \ Specifications PesyanTartu \
characteristics Control methods Results
Xapaxrepuctuku \ Characteristics " ‘
Onmc \ Description Bisyansno \ Visually I'omorenna pianna cairo-xogToro konwopy. [pu Bianosinae \
BUHHKHEHHI CEANMEHTALIT YaCTHHKH IETKO NOBEPTAIOTECH Yy Complies

3BOKCHUI cTal.\ Homogeneous, pale yellow liquid

preparation. If a phenomenon of sedimentation appears, the

patticles are readily back in suspension

izentrdikauin \ Identification

ipauten \ Pyrantel

€.®. (2.2.29)* \ Eur.Ph.
(2.2.29)*

Mpwu Bunycky: [aentuvso xpomarorpami CTAHAAPTHOIO

posunny \ At release: Identical to the reference
chromatogram

[lipauren \ Pyrantel

€.9. (2.2.29* \ Eur.Ph.
(2.2.29)*

EmMbounar \ Embonate

€.®.(2.2.29)* \ Eur.Ph.
(2.2.29)*

IIpoTarom Tepminy npuastHocri: - \ At shelf-life: NA

Bianosinae \
- Complies

[Ipn BUNYCKY: IneHTHYHO ClEXTPY NMOrnHHAHES

CTaHAAPTHOTO po3YnHY \ At release: Identical to the reference

absorption spectrum

IlpoTarom repminy npuaaTaoctis -\ At shelf-life: NA

Bianosinac \
Complies

Ilpu BHIYCKY: [NEHTHYHO XpOMaTOrpaMi cTansapTHOrO

po3unHy \ At release: Identical to the reference
chromatogram

Harpiii \ Sodium

€.®. (2.3.1)* \ Eur.Ph,
(2.3.1)*

[poTarom yepminy npuaaTwocyi: - \ At shelf-life: NA

Bianosigac \
Complies

Hpu sunycky: Tosutuena \ At release: Positive

Hporarom Tepminy npuaarHecti: - \ At shelf-life: NA

Binnoginae \
Complies

Harpito 6eusoar \ Sodium
benzoate

(2.2.29)*

C.P. {2.2.29)*\ Eur.Ph.

[Ipu punyery: lnentuano xpomarorpami CTAHAAPTHOIC

po3unHy \ At release: Identical to the reference
chromatogram

Tectysanus \ Tests

[IpeTarom Tepminy npuaatHoeri: - / At shelf-life: NA

Binnosigac \
- Complies

pH

PR

€.d. (2.2.3)* \ Eur.Ph.
‘ 223 -

4,5-55145-55

Po3uMip uacTok \ Particfetsize
- D50 w o #

- DY)

(2.9.31)*

~ €.0. (2.9.31)* \ Eur Ph.

IIpoTsirom Tepmidy OPpUAATHOCTI: < 64
At shelf-life: <6 pm

Ilpu Bunycky: < 12 Mxm\ At release: JL.F
Ilporarom Tepminy npuaaTHoCTI; <

At shelf-life: < 14 pm

Cepeaniit 06’ em {paxon) \
Average volume (bottle)

Metoanxa supobumia \
Method of manufacturer




[Ipoaykr: Ieneminrore, cycneusin opannua (125 mr/2,5 ma) mo 15 mur Yy ¢$aaxoui Nel \ Product; Helmintox, oral Homep cepii \

suspension (125 mg/2.5 ml), 15 ml in bottle Nel Batch number:

AxrHBHA pevoBuHa: | MipHa Joxka (2,5 ma) cycnensii OPANBEHOT MICTUTB! NipaHTeny eMBOHAT, CKBIBANCHTHO nipaHreny T358B

125 mr\ Active ingredient: 1 measuring spoon (2.5 ml) of suspension contains pyrantel embonate equivalent to pyrantel

125 m

Pcecrpgauiiiﬂe nocsinuents (PIT): Ne UA/10172/01/01 gin 16.08.2019 \ Registration certificate {RC): Ne UA/10172/01/01

dd. 16.08.2019

Hist PIT: neobmexena \ Validity of RC: unlimited

Jlinenzis Ha BupoGuuurao: Ne M 20/172 gig 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020

Onnopinuicts mack sunofytux| €.0. (2.9.27)* \ Eur.Ph. Ipy Bunyeky: Y sianogiznocti no €.0.\ Binnosinae \

A03 \ Uniformity of mass of (2.9.27)* At release: According to Ph. Eur. Complies

delivered doses Ilporarom repminy npuaarsoctis - \ At shelf-life; NA

lIsuaxicrs ocamxenna (20 mn) Meronnka BupoGHuKa \ Hpu sunycky: > 0,6 \ At release: > 0.6 1,0

\ Sedimentation rate (on 20 ml)| Method of manufacturer _Ilporsarem Tepminy npuaaTHocTi: -\ At shelf-life: NA

CynyTHi roMimky Hipaureny:

\ Related substances of

Pyrantel: <0,5%\<0.5% < 0,05

- lominka A\ - Impurity A €.9, (2.2.29)* \ Eur.Ph. <0,2%\1<02% <0,05

- fomiwka B\ - Impurity B (2.2.29)*

- Bynb- axa inma goMinrka <L10%\<0.10% < 0,05

(koxua) \ Any other impurity

(each)

- Cyma aomimox {oxpim A Ta £03%\<03% < 0,05

B)\ Sum of impurities {(other

than A and B)

MixpoGionoriuna uncrora \ Microbiological purity

3aranbHa KITBKICTs aepobrux | €.0. (2.6.12, 2.6.13)* \ < 10 KYOMn\< 102 CFU/ml <10

Mixpoopranizmis (TAMC)\ Eur.Ph. ( 2.6.12,

Total aerobic microbial count 2.6.13)*

(TAMCOC)

aranmsHa KimbKicTs IpDKDKoBMX | €.9, (2.6.12, 2.6.13)*\ < I0'KYOMn\ < 10! CFU/m <10

 IUicHsBIX FpHGIB (TYMC)\ Eur.Ph, (2.6.12,

Total combined 2.6.13)*

yeasts/moulds count (TYMC)

Escherichia coli C.P. (26,12, 2.6.13)*\ Bizcyrrii/ma \ Absence/m| Bincytuiit/mn \

Eur.Ph. (2.6.12, Absence/mi

2.6.13)*

KinexicHe Buznageuns \ Assa _

[Tipawren \ Pyrantel €.®P. (2.2.29)* \ Eur.Ph. 712,5 - 787,5 mr/15 M\ 712.5 - 787.5 mg/15 ml 774,5
(2.2.29)*

Harpiro 6enzoar \ Sodium €.Q. (2.2.29)*\ Eur.Ph. 2242 -2478 Mr/100 M\ 2242 - 247 8 mg/100 mi 242.2

benzoate (2.2.29)*

*oinove sud. €.P. \ Fur.Ph. current edition

~ Mecm ne nposodumsca | NA

Llum 3 3aceiguyio, mo Haseena suute iHGOpMALLR € AoCTOBI
NPOBEJICHO KOHTPOAL i AXOCTI Ha BHUIEIa3HAYSHIR NinbHALI
TAKOXK BLANOBIZHO A0 crielMiKaLiil, 1o MicTATbES Y peectpauifinoMy nocke (abo Toprosiit mivewsii
iMopToBaHO, abo y mocke cneuudikamii Ha NPENapaT ATA ROCNIDKYBRHOTO JTIKAPCHKOro 3acoby),

PHOIC T4 TOUHO10. L{t0 cepito npomykuil Syno supobneno (skmouatouy NaKyBaHHA/MAPKYBAHHA) Ta
¥ NOBHil BiANoBigHOCTI 2 BUMOraMy GMP, BCTRHOBICHHME MicHERHM PErYJIATOpHUM OpPrasomM, a

KpalhH-BHpOGHMKA aG0 KpATHH-IMNOPTEPE, AKLIO NPOAYKLE
{IpoTOKONH supobHKITTEA, NAKYBAHHA TAa aHani3is By no

MCPErNAHYTO Ta BCTAHOBIICHO BifnoRianicTs GMP. (GMP Ceprudixar Ne2021/HPF/FR/089 sig 07.06.2021). \ [ hereby certify that the above information is

authentic and accurate, This batch of prodizct has been manufactured,
with the GMP requirements of the local Regulatory Authority and
Authorisation of the manufacturer's country or importing country i
batch processing, packaging and analysis records were reviewed and found to be in

including packaging/labelling and quality control at the above mentioned site in full compliance
with the specifications that are in registration dossier (or with specifications in the Marketing
f the product is imported, or product specification file for investigational medicinal product). The
compliance with GMP (GMP Certificate Ne2021/HPF/FR/089 dd. 07.06.2021 )

Bucuosox \ Conclusion:

Io3uTusuuit BucHoBOK ¥ Bignosianocti 10 MK \ Positive

conclusion according to QCT requirements
Hara sunycky \ Date of release: 06/10/2023

¥Ynoeroramena ocoba \ Qualified Person:
Hara Date: 09/10/2023

Neuarka \ Stamp

IHHOTEPA IIY31\ INNOTHERA CHOUZY
Higrme \ Signature: T. COPHE \ T. SORNAIS

®apManesT CucreMd 3abe3neveHHa SkoCTi npoayxty \ Product Quality
Assurance Pharmacist

INNOTHERA CHOUZY
09 0CT. 2023

T. SORNAIS
harmacien AQP
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