JEPXKABHA CJYXKBA YKPATHU THE STATE SERVICE OF UKRAINE
3 IIMTAHb BE3INEYHOCTI ON FOOD SAFETY AN‘l)
XAPYOBHUX IMMPOAYKTIB TA CONSUMER PROTECTION
3AXUCTY CITOXHUBAYIB

PEECTPALIIMHE MOCBIJAYEHHS
REGISTRATION CERTIFICATE

Binnosinuo no 3akony Ykpainu «Ilpo Berepunapiy MeIuIuHY», noctanosu Kabinery Minictpis
Ykpaiun Big 21.11.2007 p. Ne 1349 «ITpo 3aTBepKeHHS TOI0XKEHb PO JepXKaBHY DPEECTPAILIifo
BETEPHHAPHHUX MPEIIapaTiB, KOPMOBUX JI00aBOK, NPEMIKCiB Ta TOTOBHX KOPMIB» Ta HA MiACTaBi
eKcrepTHOro BUCHOBKY 07.02.2024 Ne 31-K/06, pexomenpamiit JlepraBHOi bapmakooriunol
KoMiCii BeTepUHApHOI MeNULMHM, Hakasy JlepsKaBHOI cyx0u VYKpaiHH 3 muTaHb GEe3MeYHOCTI
XapYOBUX MPOJYKTIB Ta 3aXHCTy crioxkuBauis 22.02.2024 Ne 96 3apEeECTPOBAHO:

IPOYKT Cinyaroxc® mabaremxu 3 npuemnum cmarxom 250 mez

bopma Tabaemxu

BnacHuk peectpanifiHoro mocsimuenHs:
3oemic Inx.
10 CiavBan Ben, Ilapcinnani, Hvio Ixepci 07054, CIIIA

3apeECTPOBAHO B YKpaiHi 3a Ne AA-05116-01-14 Bif 22.02.2024

Bupobuuk:
Xaynm ®@apma Jlamina eC. ap. ea.
Cmpada Cmamaane 156 [ei Monmi Jenini Ku 47, 600, Jlamina, 04100, ITAJTLS

[lpu 6ynp-sikiit 3mini B peecTpauiiHOMy JOChe BIACHHK MOCBiAYEHHS (BUPOOHMK) MOBHHEH MOBIJOMHTH
opraH peectparir.

O60B’13k0BI H0JATKH:

- KOPOTKa XapaKTepucCTHKa npenapary (zoparok 1);
- JIMCTiBKa-BKJIa/iKa Npenapary (Z0HaTok 2);

- eTHKeTKa (nozaTtok 3).

Peecrpartiline mocsiguenns niiicue 10: 21.02.2029

Lle noceinueHHs He € 30608’ 13aHHM 010 3aKyMiBJli JAHOrO MPO/YKTY.

lon0BHuii nepxaBuuii BeTepunapuuii incnextop Vipail

Chief State Veterinary Inspector of Ukraine Ouabra IHEBYEHKO



Certificate of Compliance/Analysis aenova

Product: SYNULOX 250MGX10 TABS UKR
Lot number: D2036901

Haupt Pharma Latina S.r.L.
Page 1 of 2 S.8. 156 Km 47,600 - 04100 Borgo San Michele (Latina) ltaly
Phone +39 07734251  Fax +39 0773 250920

Product: SYNULOX 250MGX10 TABS UKR

Material nr: local: 40033828 customer: 10020591 R8P: RSPEYNO7F
Lot number: D2036901 NFd: 06/2023 EXP: 05/2025

Package: 10 tabs Blister UNCOATED TABLET

Strength/Potency: Amoxicillin: 200mg, Clavulanate: 50mg

Destination country Ukraine

Test
Specifications
Results Methods
Disintegr. Time
Max 15 min.
PASS EP 2.9.1
M.T.I.
5 % max
I % M 20,2
Polymer Clavul.
2.5% max
1.2 % C 107.4
Identif of Dye
Positive
PASS I 1.98
Amoxycillin Con
190 - 210 mg/tabs (HPLC)
194 mg/tab B 107.0
Clavulan.Conten
50.0 - 55.0 mg/tabs (HPLC)
51.1 mg/tab A 107.0
Uniform. Weight
Meets Test
PASS Ep2.9.5
Id. Amoxycillin
Positive HPLC
PASS A 107.0
Id. Clavulanate
Positive HPLC
PASS A 107.0
Appearance
Specklet pink flat circul.Tabs
PASS A 28.03
Molsture (EF)
6 % maximum
5 % Wil.0
Friability
5 % max
0% EP 2.9.7
Manufacturing/Quality site Address Auth. Nr
HAUPT-PHARMA LATINA §.5. 156 KM 47.600 26/2018/V

Manufacturing/Quality site Certificate of GMP compliance
HAUPT-PHARMA LATINA NBF/50/2022/V (EudraGMP)

I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging and quality control at the above
mentioned site in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing
country. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with EU-GMP.

Deviations, when occurred, have been investigated and resoclved successfully.

Batch Released Date : Sep 15, 2023

printed by Tessaro Moira on Tue Sep 19 12:03:51 CEST 2023

Deutsche Bank SpA 1BAN: Commercial Reglster Latina 174220 An enterprise of the
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Certificate of Compliance/Analysis

Product: SYNULOX 250MGX10 TABS UKR

Lot number:  D2036901
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Haupl Pharma Latina S.r.L.
$.5. 156 Km 47,600 - 04100 Borgo San Michele (Latina) Italy

Phone +39 0773 4251

Fax +39 0773 250920

User

I

Reason

Date (CET)

This certificate was created by a validated system and is valid without manual signature

Dalmazio Davide (Quality Assurance Manager & QP)
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