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INTERMNMATIONAL

JTABOPATOPIS IHHOTEK IHTEPHACBHOHAJB \ LABORATOIRE INNOTECH INTERNATIONAL

BupoGuux: \ Manufacturer:
IHHOTEPA HIV3IVINNOTHERA CHOUZY

Pio Pene [astrepo. Wy si-ciop-Cie. Bamoap-ciop-Cie, 41150, Dpanuds § Rue Rene Chantereau, Choury-sur-Cisse, Valloire-sur-Cisse, 41150, France

CEPTHDIKAT HKOCTI Xe \ QUALITY CERTIFICATE N° 040001245843

Tpoaykr: Neapminroke, Tabaerkn, BRpuri nHIBKOB0K 060,10HK010, 110 250 mr Ne3 (3x1) y Gaicrepi\ Homep cepii \ Bateh
Product: Helmintox, film-coated tablets, 250 mg Ne3 (3x1) in blister number:
ARTHBHZ pevornia: | Tabuerka, BKpUTA 12iBKOBOIO 000S0HKOI0, MICTHTL NIpAHTERy em0oHaT CKBIBAICHTHO RIpaHTe 68144

250 mr\ Active ingredient: 1 filme-coated tablet contains pyrantel embonate equivalent 1o pyrantel 250 mg
Pecerpaniiine nocsiagenns (P11): Ne UAJ1G137/01/01 vin 16.08.2019 \ Registration certificate (RCY: Ne UA/10137/01/01
dd. 16.08.2019

2% PHG neoOmesena + Validity of Re: undanited

Hinensis va supoSuarrso: Ne M 20/172 sig 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020

Jlora surorosaenns \ Manufacturing date: 1172023 Kismiicrs npoxaykitii B cepil (yrakosox) \ The number of products per batch
Tepmin npuaarnocti \ Expiry date: 1072026 {packs): 7600

Atz 3rimo BHMor iounx MESE na npenapar Leanmintore, Tabaerky, skputi naiskosor obosonkosw, no 250 mr Ne3 (3x1) y Gaicrepi
Analysis according to the current QUT (quality control technique) requirements for the product Helmintox, film-coated tablets, 250 mg Ne3 (3x1)
in blister

oxaspuen socri \ Quality Meronn wourposio \ Cuenngiranii \ Specifications Pesynwrary \ Results
characteristics Control methods
XAPAKTEPHCTHKU A CHARACTERISTICS
Onue \ Deseription Bisyaasno \ Visually Tabuerku, BRPUTT IHBROBOIO 0GONOHKOI, HOBTO Bimnosizac \
OPAHKEBOrO KOALOPY 3 PO3ALNOBOIO PHCKOIO | Complies

Yellow-orange film-coated tablets. with a break-mark

IAEHTHRIKALSVIDENTIFICATION

Tlipanres (BEPX)\ Pyrantel (HPLC)Y €., (2.2.290%% Ph.Eur.! [Ipu sunyery: VICHTHURO XPOMATOrPaMi po3unyy Biarosizac\
) (2.2.29)y%* nopisnamsn At release: [dentical to the reference Complies

chromatogram
Hporsrom TepMiny npaaatHocyi: -\ At shelf-life:

EmGonar (BEPX) ' Embonate (HPLC) (€., (2229 Ph.Eur. | Hpn suiryery: Liesriano XPOMIFTOrpasi po3unHy Bianoniaac\
o (2.2.29)%* nopigusuian b At release: Identical {o the reference Complics

chromatogram
[Iporsarem Tepminy npuaarnocri: -\ At shelf-life:

NA
TECTH\TESTS
Cepean Mucd | Average nass Meroimra supobumka 836,0 -~ 924,0 s\ 836.0 to 924.0 g 874.3
Manufacturer method
OHOpiARICTH ACOBIIIX 0AMNMI \ | €0, (2.9.40)%* Ph.Eur. Tpu unyery: ¥ sianosianocri 1o €.0.0 At Bianosigac
Uniformity of dosage units (2.9.40)y** refease: According to Bur. Ph. Complies
[iporarom repminy npuaarnocti: -\ At shelf-life:
NA
Posnazanns \ Disintegration G, (2917 %\ Ph.Bur <30 x8\ %30 min ' 17
(2.9. 1)
Posutenss A Dissolution €., (2,93 \Ph.Fur. | > 80% 32 60 x8 (3 Q= 75 %)\ 22 80% in 60 min {with 100
(2.9.3y%* Q=75 %)
Cynyrai somunks nipanreay s Related (€.4. (2.2.29Y%\ Ph.Eur.
substances of Pyrantel: (2.2.29)y¥*
- Homimka A\ - Impurity A < 0,5 %\ < 0.5% <().035
- Howmbma B - Impurity B <02%\202% <{).05
- Byab-sia una xoMinia (koxua) 0,1 %\ 0.1 % <().05
- Any other impurity {each)
- Cyma gomitior (okpis A ta B4 <0.3%1503% <0.05

- Sum of impuritics (other than A and B)
MIKPOBIOJOTYHA UHCTOTA* \ MICROBIOLOGICAL PURITY*

Jaraanne HHeao aepotux b, (2.6.12, 2.6.13)F* 1 < T KYONS TP CTFU <10
Mikpoopraniamis {(TAMCY Total Ph.Bur (2.6.12.
acrobic microbial count (TAMC) R ) A s S
BAraante 1UCH0 APDIAKORIN T4 €., (2.6.12,2.6.13)F% 1 < HPKYOI\ < 107 CFU/g <10
reticencei rpudin (TYMC)\ Total Ph.Eur. (2.6.12,
combined veastshmoulds count 2.6.13)y**
(TYMCQ)
Fscherichia coli €D, (2.6.12, 2.6.13)F% BiacyrHidir \ Absence/g Biacyruii/ry
Phibur, ( 2.6.12, Absence/g
2.6, 13)%*
(/2 ,é *© wyr [
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posykr: FeanminTore, Tabaerku, sepuri naisrosow ofoxomxo, no 230 mr Ne3 (3x1) y Gaicrepi\ Homep cepii A Batch

Product: Helmintox, film-coated tablets, 250 mg Ne3 (3x1) in blister number:
AwTisha peaosiua; | TabacTka, BKpHTA IAIBKOBOIO 000A01KOI0, MICTHTD HipaHTedy emboHaY SKRIRAACHTHO  HipanTeay 68144

250 mr\ Active ingredient; | film-coated tablet contains pyrantel embonate equivalent to pyrantel 250 mg
Pecerpauiifie nocsizuenns (PI1): Ne UA/IO137/01/01 i 16.08.2019 \ Registration certificate (RCY: Ne UA/I0137/01/04
dd. 16.08.2019

Jin PT1: neoBmencena \ Validity of RC: unlimited

Jlinensis wa prpoGumzreo; Ne M 20/172 six 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020

KITbKICHE BUIHAYEHHA VASSAY

Hipasrres \ Pyrantel D, (2.2.29)%\ Ph.Bur. 237,53 - 262.5 mrfradas A 237.5 - 262.8 mgitab, 244.9
(2.2.20y**

* nepesipsioms kosxeny S cepiio / check every 3 batches
*iioue quaanns €. Ph Eur., current edition
- mech 1e pogodumues N,

TIHM # SACRUITYIO, (0 HEABCACHE BINE THDOPMALIS € A0CTORIPHOIO T2 ToMKOI0. L0 COpIo NPOAYKILT GYHe BHPOBACUO (BRAOHAIOUH HAKYBAHH/MAPKYBANHI) T2

BPORCICHO KOBTPOAE 1 AROCT Rie rnesayHaueHill siapuomi y nosift sinroningsocti 3 srmorami GMP, BCTAHORACHIMIE MICUEBIM PETVISTOPHIM OPFAHOM, & TAROK

piANOBizND 0 cnewsdikaulit, wo MICH¥TLCH ¥ peccrpavifinony aocke (afio Topronil Jiue poOHIKa 260 KPATHUSIMOOPTEpA. SKUK RPOJYKIHIO
S I e g . “ t
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HEPEFANHYTO T2 BCTAROBACHO Binoniaicts GMP, (GMP Ceprudirar Ne202 {/HPE/FR/O8Y 1in 07.06.2021).\ 1 hereby certify that the above information is authentic
and aceurate. This batch of product has been manutactured. including packaging/labelling and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications that are in registration dossier (or with specifications inn the Marketing Authorisation
of the manufacturer™s country or importing countsy if the product is imported, or product specification file for investigational medicinal product). The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP (GMP Certificate Ne202 VHIPF/FR/AO89 dd. 07.06.2021).

Bucosox \ Conclusion: Ynopuopaxkena ocoba \ Qualified Person:
[losurusumi sBucHoBoK y sianosintocri o MK \ Positive Jlara \ Date: 27/02/2024
conclusion according to QCT reguirements Tleuarka \ Stamp
Jara saryeryt Date of release: 26/02/2024 IHHOTEPA IIY3EVINNOTHERA CHOU

Flianue \ Signature: T. COPHE T, SORNAIS
Dapmanesr Crerenn sabencuens akocri npoayiry \ Product Quality
Assurance Pharmacist
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