JEPXKABHA CIIVIKBA 3 JIIKAPCHKUX 3ACOFIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KMIBCBKIN OBJACTI
npoe. Ceitauanof Hagii, 3, m:Kuis, 02099, ren/thaxc: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua, Kog €ZIPIIOY 37078774

BHUCHOBOK
Hpo SIKICTH BBE3¢HOI0 B YKpaiHy JikapchKOTo 3aco0y

09.02.2024 Ne 3739/24/10

TEJBMIHTOKC

(HHIMBH}?BE!HHH AIKapchLKOro 3acoby 3rigHo 3 peer:rpaummm nocmthenﬂﬂm)
Ta0/1eTKH, BKPHTI IIIIBKOBOIO 060J10HK010, 110 250 Mr; o 3 Tab1eTkn y GJricrepi; mo 1
0aICTEPY B KapTOHHIH KopoOmi

(bopMa BMITYCKY, AO3YBBHHA, BU MAKYBaHHS Jikapeekoro 3acoby)

Howmep peecrpaniiinoro nocsiasenus UA/10137/01/01 crpox aif peectpauiiinoro nocsimsenns 01.01.2099

Cepin nikapcrxoro-3acoty Ne 67424 Kinexicrs BRe3€HOr0 JMiKapcekoro 3acoby 320
‘Bupobuux InnoTepa Iy3i, DpaHuis | .
(HaiiMeHyBaHHA BHPOOHHKA JHKapChKOTo 3acnﬁy, KpaiHa nnxnn;hemm)
Baesero 5 Vipainy Criapne yKpaiHChbK0-€CTOHCHKE IMAMPHEMCTBO ¥ hopMi TOBApHCTBA
3 oOMexenoro BigmoBizaasnicTio "Onrima-®apm, JITHI", igenr. xox;
21642228

(uaiimenyranna Ta xoa 32 €JIPTIOV oprauynol ocofi abo npizeule, iM'a, o 6arsxosi BiziuHol
0co0N - niANpHEMIS, Ti MiCLe TPOXUBAHKA Ta peecTpauiiinmil Homep 067TikoBOT KApTKH INATHIKA
THogaTkiB alo cepis Ta HOMep NacHopTa)

TIperore:n sisyannuoro Kourponso sin 01.02.2024 Ne0261/3.

33 pesynpTATaMH  JEDKABHOIC KOHIPDOIO BCTAHOBAEHO, 10 MIKAPCHLKMit 3acib BBE3eHO B YEpailHY 3
AOTPUMAHHAM BHMOT 3aKOHOAABCTER OA0 3a6e3neyenHa AKoCH mKapchrUX 3ac06iB:
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JABOPATOPIA THHOTEK IHTEPHACBﬁOHAﬂB\-'L-ABO'RATOIRE'_IN NOTECH INTERNATIONAL

BupoOuuk: \ Manufacturet;
IHHOTEPA HIY3I\INNOTHERA CHOUZY

Pio Pene Hawrepo, IHy3i-ciop-Cic, Banioap-ciop-Cic, 41150, Opanuis A Rue Rene Chantereau, Chouzy=sui-Cisse, Vatloire-snr-Cisse, 411 50, France.

CEPTHOIKAT AKOCTI e\ QUALITY CERTIFICATE N° 040001224035

._I."!p(}ﬂyKTi rEHhMiHTﬁKﬁ,ITﬂﬁﬂETHH, BKPHTI NABKOBOIO 060.10HK010, no 250 mr Ne3 (3x1) y GaicTepi \
Product: Helmintox, film-coated tablets, 250 mg Ne3 (3x1) in blister

.230 mr \ Active ingredient: | film-coated tablet contains pyrantel embonate equivalent to pyrantel 250 mg

dd. 16.08,2019
Jlis PIT: neo6mesxena \ Validity of RC: unlimited o
Jlitensis Ha bupobruireso: Ne M 20/172 gia 12.10.2020 \ Manufacturing license: Ne M 207172-dd. 12.10.2620

| .AxTuBH2 peuonrHna: | TabneTka, BKpHTA MAIBKOBOK 000N01IK0I0, MICTHTb NIpaHTeNy eMOOMAT EKBIBANCHTHO nipauTeny | 67424

Peectpauitine nocsinuenus (P11): Ne UA/10137/01/01 i 16.08.2019 \ Registration certificate (RC): Ne UA/10137/01/01

Homep cepil \ Batch ‘
number:

Tepmin npuaarnocti \ Expiry date: 09/2026 (packs): 15360

| Hara murortosacins \ Manufacturing date: 10/2023 Kinnxicts npoayxuii B cepit (yraxorox) \ The number of nroducts per balch

1 in blister

A3 3riaso susor pitounx MKS! na npenapar NesibMinToKe, Ta0neTKH, BKPUTI NAIBKOBOI 060a0KKOW, 0 250 Mr No3 (3x1) y BaticTepi \
Analysis according to-the current QCT (quality control technique) requirements for the product Helmintox, film-coated tablets; 250 mg Ned (3x1)

[Tokaznnin sxocti \ Quality MeTtoau kouTponto | Crenundixauii \ Specifications Pesyasratu \ Results
| characteristics . Control methods
XAPAKTEPHCTHKH \ CHARACTERISTICS
| Onme \ Description BisyanuHo \ Visually Tabnetkn, kpuTi NAIBKOBOIO 0BOIOHKOIO, WOBTO- Bianosinae \
OPAHAKERBOT0 KOALOPY 3 POIRIIOBOK PHCKOIO | Complics
Yellow-orange film-coated tablets, with a break-mark
IHEHTH®IKALUA \IDENTIFICATION
Hipanren (BEPX)\ Pyrantel (HPLC) [€.®. (2.2.29)*%\ Ph.Eur.| Hpu Bunyery: LACHTHI0O XPOMATOrpasMi po3HHity Bianosinac\
| (2.2.20)%* nopisuaung At release: Identical to the reference Complies:
chromatogram
IIporsirom Fepminy ppuaarHocTi: - \ At shelflife:
EmGonar (BEPX) \ Embonate (HPLC) | €.%. (2.2.29* Ph.Eur.| Tlpu BUIYCKY: [ASHTHYIIO XPOMATOrpaMi posyuny Binrnosinac\
(2.2.29)** nopigusatbg \ At release: Identical to the relerence Complies:
chromatogram
Iporarom TepMidy npugaTiocTi: - Y At shelf-life:
TECTH \ TESTS ik
Cepenns maca \ Average mass MeTroanka BUpoOHMKa \ 836.0 — 924.0 mr\ 836.0 to 924.0 mg -5 8789
Manuftacturer method _ P
OauopianicTs AozoranMx otV  { €.0. (2.9.40)** Ph.Eur. [ipu sunyeky: Y sianosinnocti jao C.M. \ At Rixnoninae \
Uniformity of dosage units (2.9.40)** release: According to.Bar, Ph. Complics
[poTsirom Tepmivy npupatuocri: -\ At shelf-life:
NA
Poznananua \ Disintegration €D, (2.9.1)* \ Ph.Eur. <30 x8\ <30 min 17
{2.9.1)**
Pozyunents \ Dissolution €. (2.93)**\Ph.Eur.| >80% 32 60 xn (3 Q=75 %)\ > 80% in 60 min {with 102
L — Q=T SETRA TN
CymyThi fomiumen mipanreny:\ Related €,.M. (2.2.29)¢* \ Ph.Eur. a * ?_""i )
substances of Pyrantel: (2.2,29)*+* - @&"

- Jlomiwka A \ - Impurity A | <05%\<05% o o

- Jomiwxa B\ - Impurity B <0,2%\<02% § Ly

- byAb-fKa iHwa noMilka (KoxHa) \ S01%\s01 % Hi o s @ﬁ

- Any other impurity (each) - R = et

- Cyma somitox (oxpim Ata B)\ | <03 %\<0.3% ‘ﬁ*' -,

- Sum of impurities (other than A and I3) o - | o A X t
MIKPOBIOJOITYHA YUCTOTA* \ MICROBIOLOGICAL PURITY* Ry, 2 2
3araneHc wueno agpoGHHX €.@. (2.6.12,2.6.13)%* < 10°KYOA\ < 10° CFU/g ! 2% <10
Mikpoopransismis (TAMC)\ Total Ph.Eur. (2.6.12,
acrobic microbial count (TAMC() 2.6.13)%* - | | |
3aransHe YHCIo APDKKOBUX Ta €D (2.6.12, 2.6.13)%%\ <10°KYO/M\< 10° CFU/g <10
Tuticertesux rpubia (TYMOC) \ Total Ph.Eur. (2.6:12,
combined yeasts/moulds count 2.6.13)**

{TYMC)
Escherichia coli €.0.(2.6.12, 2.6.13)**\ Biacythik/r \ Absence/g BtacyTid/r\
Ph.Eur.. (2.6.12, Absence/g
2.6.13)**

1./2
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[Mporyxt: Teapmisroxe, Tabaerkun, sxputi naiBkosoio o6oaonkoo, o 250 amr Ne3 (3x1) y GaicTepi \ Homep cepi? \ Batch
Product: Helmintox, film-coated tablets, 250 mg Ned (3x1) in blister number:
AKTHBHA peuoBHHa: | TaGleTka, BRKPHTA MAIBKOBOIO 060I01KOI0, MICTHTH I PAHTENy eMOOHAT CKBIBANIEHTHO TipAHTENY 67424

250 sr\ Active ingredicnt: 1 film-coated tablet contains pyrantel embonate equivalent to pyrantel 250 mg
| Peecrpaniiine nocsingenns (PI1): Ne UA/10137/01/01 sin 16.08.2019 \ Registration certificate (RC): Noe UA/10137/01/01
dd. 16.08.2019
Jlis PI1: Heobamemena \ Validity of RC: unlimited

Jlinensia sa Bupoduuyreo: Ne M 20/172 rin 12.10.2020\ Manufacturing license: Ne'M 20/172 dd. 12:10.2020

KIABKICHE BH3HAYEHHS \ ASSAY

Ilipaxrten \ Pyrantel .9, (2.2.29)** \ Ph.Eur. 237.5 — 2625 mr/rabn. \ 237.5 — 262.5 mg/tab. 244 ]
L (2.2.29)+%

* nepesipsioms soxcHy 5 cepiro / check every 5 buiches
**diroue eudanns €., \ Ph.Eur.. current edition
- eCm He nposodtmscst | VA

1M 2 33CRiUYIO, 1O HABSACHR BUILE iHhopMaLia € ACCTOBIPHO Ta Tounoo. Lo Cepi0 mpoAYKLIT Oyn0 supolneno (BKINOUAIQUH NAKYBaHHA/ MAPKYBAHHS) Ta
RPOBEACHO KOHTPOSIB 1T AKOCTI 112 BUIIEIAIHAYCHIN AiNkHHLI ¥ NOBHIH BIANORIZHOCTI 3 BiMoramMy GMP, BCTAHOBACHUMM MICLCBIM PCTYJATOPHHM OPFEHOM, 4 TAKOXK
BIANOBIAKO N0 cneundbikauifi, mo Mictathes y peectpang oMy fiocke (aBo Topromiil niuen3ii kpaiun-supoSiyka abo KPATHH-IMAIOPTEPA, AKINO HPOAY KLU0
IMITOPTOBaHO, abo y UOCche criicnudikalif wa npenapat Ans AOCAIDKYBAHOTO MKAPCHKOID 3ac00y}. [TpOTOKONAH BUPOGHHITBA, NAKYBAHHA TA AHIZB Ovie
NEPCrIAHYTO TA BETAHOBACHD BLAIOBIAtiCTs GMP, (GMP Cepradirat Ne2021/HPF/FR/A8Y Bin 07.06.2021).\ 1 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 it full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications that are in registration dossier (or with specifications in the Marketing Authorisation
of the manufacturer's country or importing country if the product is imported, or product specification file for investigational medicinal product). The batch nrocessing,
packaging and analysis records were reviewed and found to be in compliance with GMP {(GMP Certificate No2021/HPF/FR/089 dd. 07.06.2021).

Bucuoroxr \ Conclusion: YnosHosaxena ocoba \ Qualified person:
Moswrueanit BUCHOBOK ¥ BigMoBiTHOCTI A0 MK \ Positive HAara\ Date: 08/12/2023
conciusion according to QCT requirements HetaTka \ Stamp
Jlara sunveryl Date of release: 07/12/2023 IHHOTEPA WIV3I\VINNOTHERA CHOUZY

Iiamc\ Signature: AL APHOTY \ AL ARNAUTU -
Menemkep Crctemu sadesnenenis skocti poaykry \ Product Quality
Assurance Manager
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