Brnank koMmnanii

Xaynt @apma Jlatina C.P.JI. C.C. 156 Monti Jlenini KM. 47,600 04100 bopro Can Miwrene

Ceprudgikat Anaaizy/Ceprugikat Bianosianocri

aerios i

Bupotuuk (kpaina):

Bupotuuk :
Xaynr ®apma Jlarina C.P.JL. Itanis,
Crpana Cratane 156 KM 47, 600 ®P Bopro Can Miwene JIT 04100- Jlarina, Itanis

Hasea npoaykry, cuna aii,
Jikapebka hopma, posmip
NMaKyYBAHHSA, peecTpalliline
MoCBiTYeHHs:

drnemokenn Comorab ® _
Tabnerkn, wo aucnepryrotscs, 1000 Mr amokcHUMITIHY
(B hopmi aMOKCHUHITIHY TpHTipary)

No20 (Ne 5x4) y 6nicTepax y KapTOHHIH KopoOui
UA/4379/01/04

Homep cepii, po3mip cepii:

Howmep cepii E79700

ynakoBok 17.232

Jata BupodHNUTBA:

10/2024

Tepmin npuaaTHocTi:

09/2027

Homep BupoGHHUOT NineH3ii:

Bupo6umnua ninenzia Ne aM 29/2023

Homep ceptudikata GMP

GMP ceprudikar Ne IT/34/H/2023

Ne Tecr Cneundixauii PesyabtaTi MeTtoan
1 Omne bini aGo maitxe Ginmoro Matixe Gini Tabnerku (1pu
KoJIbOpy Tadierku (npu 30epiraHHi MOXKIIHBHH CBiTI0-
30epiranni MOXKITHBHIA CBIiTIO- JKOBTHH BIATIHOK), TOBracToi
JKOBTHH BIATIHOK), OBracToi opMH 3 no3HAuKoK0 "AIA " 1 —
($opMH 3 no3HAUKOK "M ! rpaByBaHusM "236" Ha oHOMY }
Ta rpaByBaHHAM "236" Ha 6oLl Ta PUCKOIO HA IHIIOMY
oj1HoMY 0Ol1i Ta PHCKOIO Ha doui
iHwomy doui
2 E€rp. Papm. 2.9.40
OnHopiaHiCTL 1030BaHHX OJAMHHIL Binnogsinae Bianosinae BunpodyBaHHAM Po3paxyHKOBO — BaroBMM
METOIOM
3 CrupaHicThb <1% 0 % Cap. Gapm. 2.9.7.
i Posnananus
(y Boji npu Temneparypi 20°C) <3xB 51 cekynaa Cp. Papm. 2.9.1.

3 JlucnepcHicThb

98 % < 710 mxm

Bianosigae BunpoGyBaHHaM

Cap. Papm.
Cwurosuil ananis

[nentudikauis AMoKcHUHTIHY
TpHrigpar

TTo3uTHBHUH

BianoBinae

BEPX

7 [nentudiraris AMOKCHIHNIHY
TPHIigpar

[lozutuBHUH

Bignosizae

Y=

8 Posunneung*

Q =80 % uepes 30 xpuaMH

He BukoHyBascs

E€sp. Papm. 2.9.3

KinbkicHe BH3HA4YEHHS

9 AMOKCHLMIIIHY TPHUTiapar 950,0 — 1050,0 mr/radmn. 976,2 mr/Tabmn. BEPX
CynpoBiaHi QOMIIIKH:

10 | AMokcHumMnoesa kucinora /6-APA <12% 0,3 % BEPX
Amokcuuunin -2 (S+R)-ninepasun -

Il | 2,5-gion <1,0% 0,1%
AMOKCHLIMIIH AuMep (BIAKPHTHIH Ta .

12 | 3akpwuruii) <1.3% 0,5 %




AMOKCHLIWIIH TpUMED (BIAKPUTHH
13 | Ta3akpuTHit) <0,5% 0.0 % BEPX
Heeinomi npoxykry posnaay
14 | (koxkHHiT) <0,5% 0.0 % BEPX
Hesigomi npoykry posnaay
15 | (3araibHa KinbKIiCThb) <1,0% 0,1 % BEPX
16 | 3arasbHa KillbKicTh NPOJYKTIR
po3znany <20% 1.0 % BEPX
Mixkpobiosioriuna yncrora*;
1
TAMC <1000 KYO/r He BukonyBascs E€sp. Papm. 5.1.4
TYMC <100 KYO/r He BukoHyBagscs
Esh. Coli Bincyrhicte B 1 1 He BukonyBascs
18 | Ceprudikaniiina 3assa ITum 51 3acBiguyto, o BUIIE3a3HAeHA iH(OpMALlis € T0cTOBIpHO Ta TouHO. Ll cepis
npoaykTy 6yna BHrOTOBICHA, BKIOYAIOYH NTAKYBAaHHA/MApKYBaHHA Ta KOHTPONb SKOCTI, HA
BHIIE3a3HAUEHIH AIMBbHUIL (AINBHUIAX) ¥ MOBHIH BianosizHocTi 10 Bumor GMP Mmicuesoro
peryI4TOpPHOTO OpraHy Ta crieurdikaiii, HaBeleHUX y peecTpallifiHoMy 10cke abo TOprosii
mineH3ii kpaiHu-BHpoOHMKa U1 KpaiHKU-IMITOpTepa, AKIIO TPOIYKT IMIOPTYEThEA, alo y
crenudikamii TpoAYKTY A ZOCTiIKYBaHOTO Nikaperkoro 3acody. [IpoTokomu BHpoGHULTRA,
[IAKYBAHHA T4 aHai3y OyId nepepipeni Ta BU3HAHI TAKMMH, 110 BiANOBigaroTe BuMoram GMP,
19 | Ilpiseuue, nocana Ta mianue Roberta Venturi, Ynosnoraxena ocoba
YTMOBHOBaKEHOT 0COOM 32 BUITCK /miamucano/ 12 rpyaua 2024
cepii
20 | Bumyck cepii Jara: 21 nucronana 2024

21

Komenrapi (K110 3acTOCOBHI 10
cepii)

ITpu BHKOHAHHI, pe3yanTaTH OYIyTh HACTY THUMH:
[Tpoxomkenns Ha MIKpOOIOIOTIMHY YHCTOTY:

- TAMC: <1000 KYO /r

-TYMC: <100 KYO/r

- E. Coli: Bigcytnicte B I 1

IpoxomkeHHs TecTy Ha pO3YMHCHHA 03Hadae: %

*He pyTHHHHH TecT

Cropinka 2 3 2



biank kommanii

/ Odiuiitauii 6nank Xaynt ®@apma Jlarina C.P.JI. C.C. 156 Monti Jlenini KM. 47,600 04100 Bopro Can Miuene /

JepokagHiii cnyxdi Yipainu

3 MiKapchbKUX 3ac0o0iB Ta KOHTPOMIO 332 HAPKOTHKAMHU

JEKJIAPALIIA/3AABA

®JEMOKCHH COJIIOTAB® 125 mr
OJIEMOKCHH COJIOTAB® 250 mr
OJEMOKCHH COJIIOTAB® 500 mr
OJIEMOKCHH COJIIOTAB® 1000 mr

Mu, Xaynt ®apma Jlatina C.P.JI., uiM po3'scHIOEMO Jeski MOMeHTH, 1o cTocyroTeest CepTudikary aHanisy Ha
DJIEMOKCHH COJIIOTAB ®, a came MyHKT KOMEHTApIB 1100 MiKpoGIoIoriuyHuX BUNpoOyBaHs, IO MOACHIOWTH
3HAYEHHsA Pe3y/IBTATIB MM yac BHNpodyBaHHa Ta BkmodeHi 1o wabnony Ceprudikarty aHamizy.

KomeHTapi (AKL10 3aCTOCOBHI A3 napTil) [Ipu BHKOHAHHI pe3y/nbTaTH OYIYTh HACTYTHUMH:
MPOXOKEHHA Ha MIKPODIOIOrIHHY YHCTOTY!

- TAMC: < 1000 KYO/r

- TYMC: <100 KYO/r

- E. Coli: BiacyThicte B 1 T

[TpoxomKeHHs TeCTY HAa PO3UMHEHHSA O3Hadae:_ Y.

1s vacTuHa WabnoHy 3aTBepKeHa B HALIH cucTeMi 1 He Moske OyTH BUaalieHa, ockinbky wadnoH Ceprudikary
aHAJTI3Y € YACTHHOK [100a1bHOT NPOLEIYPH.

Harua cicTema He HalalITOBaHA HAa PO3pPI3HEHHS YMCIIOBHX Ta TEKCTOBHMX pe3ynbraTiB. OTiKe, AKIIO MikpobionorituHe
JOCTIKEHHS He IPOBOIMIOCH, B po3aini «PesynsraTu» HeoOxinHo oOpath «He BukoHyBaBca». TuM camMum,
iHopMaria B posaini «KomeHTapi» He 3aCTOCOBYEThCA 10 WieT cepil.

[HLIMMH CIOBAMM, AKLLO B po3aini «PesynsraTu» 3a3HaveHo «He BUKOHYBaBCA», pe3ynbraTH MikpoObionoriyHoro
JOCIIKEHH s, 3a3Ha4eni B posaini «Komenrapi», He 3aCTOCOBYHOTECA 10 LBOTO JOCIILKEHHS, HABITh AKILO BOHH
MO3HaYEeHI AK:

- TAMC: < 1000 KYO/r.

- TYMC: <100 KYO/r

- E. Coli: BincyTHicTb B I T

TecT Ha po3UMHEHHS TAKOXK € NPOXiAHHM TECTOM I MIANOPAJKOBYETBCA TUM K€ NPABUIIAM, IO OMHCaHi BUIIE.
VnorHoraxeHa ocoba:

Roberta Ventura

IMignuc: nignvcaHo

Hara: 12 rpyans 2024
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Haupt Pharma Latina S.r.l. $5.156 Monti Lepini Km. 47,600 04100 Borgo San Michele

CERTIFICATE OF ANALYSIS/CERTIFICATE OF COMPLIANCE

dernovd

Manufacturer (country):

Manufacturer:
Haupt Pharma Latina S.R.L,

Strada Statale 156 KM 47, 600 FR Borgo San Michele LT 04100 - Latina, Italy

Product name, potency, pharmaceutical
form, pack size, MA number:

FLEMOXIN SCLUTAB®, dispersible tablets,

1000 mg amoxicillin (in the form of amoxicillin trihydrate),
Ne20 (Ne5x4) in blisters in a carton box

UA/4379/01/04

Batch number, batch size:

Batch number E79700 boxes 17.232

Manufacturing date:

10/2024

Expiration date:

09/2027

Manufacturing license number:

Manufacturing license Ne aM 29/2023

GMP certificate number GMP certificate Ne [T/34/H/2023
Test Specifications Results Methods
Description White or almost white tablets |Almost white tablets (storage
(storage possible light-yellow possible light-yellow shade),oblong
shade), oblong with wafa fwith FUNE logo & ‘236 mark Visual
logo & ‘236’ mark debossed debossed on one side and score line
on one side and score line on jon the other side.
the other side.
Uniformity of dosage units Conform Meets Test Eur. Ph. 2.9.40,
mass variation
method
Friability <1 % 0% Eur. Ph.2.9.7
Disintegration (in water at 20 °C) <3 min 51s Eur. Ph. 2.9.1
Fineness of dispersion 98% < 710 mcm Meets Test Eur. Ph. sieve
analysis
Identification Positive PASS
Amoxicillin trihydrate HPLC
Identification Positive PASS uv*
Amoxicillin trihydrate
Dissolution® Q=80 % after 30 min Not Perfomed Eur. Ph.2.9.3
Assay 950.0-1050.0 mg/tablet 976.2 mg/tablet HPLC
Amoxicillin trihydrate
Related substances: <1.2% 0.3% HPLC
Amoxicilloic acid / 8-APA
Amoxicillin-2 (S + R} - piperazine-2,5- | =1.0% 0.1%
dione
Amoxicillin dimer (open and closed) £1.3% 0.5%
Amoxicillin trimer (open and closed) <0.5 % 0.0%
Unidentified degradation products (each) | <0.5% 0.0%
Unidentified degradation products (total) | 1.0 % 0.1%
Total number of degradation products 2.0 % 1.0%
Microbiological purity™:
TAMC <1000 CFU /g Not Performed
TYMC <100 CFU/g Not Performed
Esh. coli Absentin1g Not Performed




Certification statement | hereby certify that the above-listed information is authentic and accurate. This batch
of product has been manufactured, including packaging/labelling and quality control at
the above-mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the registration dossier, or trade
license of the country-manufacturer or country-importer, if the product is imported, or
in the product specification dossier for the investigational drug product. The
manufacturing, packaging, and analysis protocols were reviewed and found to be
compliant with GMP.

Name, position and signature of the batch | Roberta Venturi, Qualified Person

release responsible person /M‘L' [ o ad 242 / 707,

Batch released Date Nov 21,2024

Comments (if applicable for the batch) When performed, the results are:

pass for Microlbiological purity means:
TAMC: < 1000CFU/g
TYMC: <100 CFU/g
E. Coli: Absentin1g

Pass for Dissolution test means ___%.

* It is not routine test

e Asnova Group

C.P.M. « Dragenopharm « EVP « Haupt Pharma * Swiss Caps * SwissCo » Temmier

Pag.2o0f2



aenova

Haupt Pharma Latina S.r.l. $5.156 Monti Lepini Km. 47,600 04100 Borgo San Michele

To the State Service of Ukraine
on Medicines and Drugs Control

DECLARATION / STATEMENT

FLEMOXIN SOLUTAB® 125 mg
FLEMOXIN SOLUTAB® 250 mg
FLEMOXIN SOLUTAB® 500 mg
FLEMOXIN SOLUTAB® 1000 mg

We, Haupt Pharma Latina S.r.L., hereby clarify some points regarding the Certificate of Analysis for
FLEMOXIN SOLUTAB®, namely the comments point in the CoA on microbiological tests, explaining the
meaning of the results during the test and included in the template of the Certificate of Analysis.

Comments (if applicable for the batch) When performed, the results are:
pass for Microlbiological purity means:
- TAMC: < 1000 CFU /g

- TYMC: < 100 CFU/g

- E. Coli: Absentin1g

Pass for Dissolution test means ___ %

This part of the COA template is approved in our system and cannot be deleted as the COA template is part
of a glebal procedure.

Our system is not configured to distinguish between numerical and textual results. Consequently, if a
microbiological test was not performed, it is necessary to enter 'not performed' in the results field. This should
also be indicated in the comments field, as the latter is no longer applicable for that batch.

In other cases, if 'Not performed' is indicated in the 'Results' field, the microbiological test results indicated in
the ‘Comments' field are not applicable to this test, even though they are indicated as .

- TAMC: < 1000 CFU/g.

- TYMC: < 100 CFU/g

- E. Coli: Absentin1 g

The dissolution test is also a pass test and is subject to the same rules as those described above.

Qualified person
Roberia Ventura

Signature: Z£ /@é{(éi’

Date: Dec 12,2024 Roberta Ventun
Persona Qualificata (PQ)
Qualified Person (QP)
Haupt Pharma Latina s.L with Sole Quotahoider
subject to the management and coordination by
Aenova Holding GmbH

Membars of the Aenova

o " ‘H.r-;m.q Koﬁ

- WW“*“
C.P.M. » Dragenopharm » EVP » Haupt Pharma * Swiss Caps * SwissCo « Temmiler

Pag. 1 of 1



AEPKABHA CJIYIKBA 3 IIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KMIBCBKIN OBJIACTI

npos. Ceitmianoi Hapii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo sIKiCTL BBE3eHOro B YKpaiHy JIiKapchbKoro 3acody

27.01.2025 Ne 2282/25/10

DPJIEMOKCHH COJIIOTAB®

(HaliMeHyBaHHA JIKapChKOro 3aco0y 3riIHO 3 peecTpauiiiHUM NOCBiJ4eHHAM)
TabJaeTKH, WO aucnepryoThes no 1000 mr; no 5 raéaerok y 6aicrepi; no 4 Gaicrepn y
KapTOHHIH Kopobui

(dopma BHIyCKy, 103yBaHHS, BHI MaKyBaHHs JIiKapchKoro 3acoby)
Howmep peecrpauiiinoro nocsiguents UA/4379/01/04 crpox nii peectpauiiinoro nocsizyenns 01.01.2099
Cepis nikapcnkoro 3acoby Ne E79700 KinekicTs BBe3eHOTO Nikapeskoro 3acoby 17232

Bupo6HHK Xaynt ®apma Jlarina C.P.JIL., Itanis

(HafiMeHyBaHHA BUPOOHHKA JiKapchKoro 3acofy, KpaiHa MOXOKEHHS)

BBeeseHo B Yipainy TosapucTBo 3 00MmexkeHor0 Binnosinaasuicrio "JIEJbTA
MEJIKEJI", inent. kox: 39448817

(nafimenysanns Ta Koz 3a €/IPIIOY ropuanunoi ocobu abo npissue, iM's, 10 GaTbKoBi (izuynOl
0c00H - miANpHEMLA, Ti MiCLE TPOXXHBAHHA Ta peecTpauiiiHuii Homep 06.1iKoBOT KAPTKH MIATHHKA
noJarkis abo cepis Ta HOMep nacnopra)

Mporoko. Bisyaasnoro kourpouo sin 27.01.2025 Ne 0163/4.

3a  pesynbTaTaMH JIEPXKABHOTO KOHTPOMIO BCTAHOBNEHO, WO JIKApChKHH 3aci6  BBeseHo B Vkpainy 3
AOTPHMAHHSIM BUMOT 3aKOHO/IaBCTBA 11010 3a6€3MeYeHHs AKOCTI TiKapchKHX 3acobiB,

Onsra EPBOMEHKO

(nianuc) {ininianu Ta npissxme)




bnank komnanit

voel

Xaynr ®apwma Jlatina C.P.JL C.C. 156 Monti Jlenini KM. 47,600 04100 Bopro Can Mimene

Ceprugikar Ananizy/Ceprudikart Bixnosiznocri

Bupoduuk (kpaina):

Bupobuuk :
Xaynt ®apma Jlatina C.P.JI. Iranis,
Crpana Crarane 156 KM 47, 600 ®P Bopro Can Mimwene JIT 04100- Jlatina, ITanis

Hassa npoaykTy, cuna aii,
Jikapcbka opma, posmip
NaKyBaHHS, peecTpauiiiHe
NoCBiA4eHHS:

®nemokcnn Conrorad ®

Tabnerku, wo aucnepryotses, 1000 Mr aMmokeHLMmiHY
(B hopmi aMOKCHLIIHY TpuriapaTy)

No20 (Ne 5x4) y GnicTepax y KapTOHHIH kKopoGui
UA/4379/01/04

Homep cepii, po3mip cepii:

Homep cepii E80400 ynaxkoBok 17.416

Jdara BupoGHHUTBA:

10/2024

Tepmin npuaarHocri:

09/2027

Homep BupoOHHYOT Tinensii:

Bupobuuya niuenzia Ne aM 29/2023

Homep ceprugikata GMP

GMP ceprudikar Ne IT/34/H/2023

Ne Tecr Cneundiranii Pesyabrarn MeToau
1 Onuc Bini abo maiixe Ginoro Maiixe Oini Tabnerku (npu
KOJIBOpY Tabnerky (npu 30epiranni MOXKTHBHHA CBiTIO-
30epiraHii MOKITHBHIH CBIT/IO- JKOBTHH BiATIHOK), 10BTacTOl
OBTHH BIITIHOK), JOBracTol (OPMH 3 IO3HAUKOIO va¥a v 75 ——
thopmu 3 nozHAUKOIO AT rpaByBaHHsiM "236" Ha ogHOMY 4
Ta rpaByBaHHaM "236" Ha Boui Ta pHCKOIO HA IHLIOMY
oaHOMY 6011 Ta PUCKOIO Ha Goui
iHmomy Gouti
2 €ep. ®apm. 2.9.40
OnHopigHICTE 1030BaHHX O/IMHHIIL Bianosinae Bianosizae BunpodysasHsm Po3paxyHKOBO — BArOBUM
METOJ0M
3 Crtupanicts <1% 0% €rp. Dapm. 2.9.7.
4 Po3nananus
(v Boai mpu Temneparypi 20°C) <3 xB 56 cexyuan E€rp. Gapm. 2.9.1.

35 JucnepcHicTs

Erp. Papm,

98 % < 710 mxm - "
CuTOBHI aHanis

Binnosizae Bunpobysannsm

TPHUTiipaT

[nenTndikanis AMOKCHIHITIHY

[TozurneHmi Bianosinae BEPX

7 [nenTudirania AMOKCHIIMITIHY

TpHTigpar

Io3utHBHHI Bianosinae V*

8 Pozunnenns*

Q =80 % uepes 30 xpuaun He BukonyBascs €sp. Papm. 2.9.3
P

Kinnkicue Bu3HaueHHs

9 | AMOKCHLMIIHY TpHrigpaT 950,0 — 1050,0 mr/Tabn. 974.8 mr/Tabn. BEPX
CynpoBiani gomimku:

10 | AMokcuumnoesa kuciora /6-APA <12% 0.4 %
AMokcHIMnin -2 (S+R)-ninepasus -

11 | 2.5-gion =1,0% 0,1 %
AMOKCHLIMNIH 1uMep (BIIKPHTHIA Ta "

12 | saxpurnii) £1,3% 0,5 %




AMOKCHLMIH TPUMED (BIIKPHTHH

13 | Ta 3akpuTHif) <0,5% 0,0 % BEPX
Herizomi mpoaykTH po3nay
14 | (komuuii) <0,5% 0.0 % BEPX
Hesizomi mpoayxTu posnay
15 | (3araneHa KinbKicTh) <1,0% 0.1 % BEPX
16 | 3aransHa KUTBKICT POJYKTIB
po3nany <2,0% 1,0 % BEPX
Mikpo0ionoriuaa qucrora*;
17
TAMC <1000 KYO/r He Bukonygases Cep. dapm. 5.1.4
TYMC <100 KYO/r He Buxonygases
Esh. Coli BigcyrHicte B 1 T He Bukonygascs
18 | Ceprudikaniiina 3aspa 1TM A 3acBimuyro, o BHINE3a3HAUCHA iH(OPMALLIA € JJ0CTOBIPHOK Ta TowHO0. Ll cepis
pojyKTy GyIa BHFOTOBIEHA, BKIIOYAIOYH NAKy BAHHA/MApKyBaHHs T KOHTPOJIb AKOCTI, Ha
BHILE3a3HAYEHIH AIILHALI (IBHMIEX) Y TIOBHIH BianoeiaHocti Ao sBumor GMP micuesoro
PEryJATOPHOrO OpraHy Ta cneln(ikaiii, HaBeJeHHX ¥ peecTpauifiHOMY J0cke abo Toprosiit
ninensii kpaiHu-BUpOOHHKA YK KpaiHH-IMIIOPTEpa, AKILO IPOAYKT IMIOPTYETheA, abo y
crieudikanmii MpoAYKTY A/ J0CIIKYBaHOro Jikapebkoro 3acoly. [IpoTokonu BupoduunTBa,
NaKyBaHHA Ta aHaji3y OVIM TepeBipeHi Ta BU3HAHI TAKMMMU, 110 BianoBigawTs Bumoram GMP.
19 | Tpiseuiie, nocajaa ta nianuc Roberta Venturi, YmosHoBaxkeHa ocoba
YHOBHOBaXeHOT 0COOM 32 BHITYCK /migmacano/ 12 rpyans 2024
cepii
20 | Bumyck cepii [Hara: 21 nucronana 2024
21 | KomenTapi (AK11O 3aCTOCOBHI 10 IIpu BUKOHAHHI, pe3yNbTaTH Oy1yTh HACTYTHHMHU:

cepii)

[Ipoxomxenus Ha MikpoGiooriuHy 4UCTOTY:

- TAMC: <1000 KYO /v

- TYMC: <100 K¥YO/r

- E. Coli: Bigeythictb B 1 1

IIpoxokeHHs TeCTY Ha PO3YHHEHH: 03Haqac: _ %.

*He pyTHHHHH TeCT

AL
* | CEPTHOIKATIB
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Haupt Pharma Latina S.r.l. $5.156 Monti Lepini Km. 47,600 04100 Borgo San Michele

CERTIFICATE OF ANALYSIS/CERTIFICATE OF COMPLIANCE

Manufacturer (country):

Manufacturer:
Haupt Pharma Latina S.R.L,
Strada Statale 156 KM 47, 600 FR Borgo San Michele LT 04100 - Latina, ltaly

Product name, potency, pharmaceutical
form, pack size, MA number:

FLEMOXIN SOLUTABR, dispersible tablets,
1000 mg amoxicillin (in the form of amoxicillin trihydrate),
Ne20 (Ne5x4) in blisters in a carton box

UA/4379/01/04
Batch number, batch size: Batch number E80400 boxes 17.416
Manufacturing date: 10/2024
Expiration date; 09/2027

Manufacturing license number:

Manufacturing license Ne aM 29/2023

GMP certificate number GMP certificate Ne [T/34/H/2023
Test Specifications Results Methods
Description White or almost white tablets |Almost white tablets
(storage possible light-yellow (storage possible light-yellow
shade), oblong with “aha shade),oblong with * PN Visual
logo & °236" mark debossed l1o06 & 236" mark debossed
on one side and score line on |y one side and score line on
the other side.. the other side.
Uniformity of dosage units Conform Meets Test Eur. Ph. 2.9.40, mass variation
method
Friability 1% 0% Eur, Ph.2.9.7
Disintegration (in water at 20 °C) <3 min 56s Eur.Ph.2.9.1
Fineness of dispersion 98% < 710 mem Meets Test Eur. Ph. sieve analysis
[dentification Positive PASS
Amoxicilln trihydrate HPEG
Identification Positive PASS v
Amoxicillin trihydrate
Dissolution™ Q=80 % after 30 min Not Perfomed Eur. Ph.2.9.3
Assay 950.0-1050.0 mg/tablet 974.8 mg/tablet HPLC
Amoxicillin trihydrate
Related substances: <1.2% 0.4% HPLC
Amoxicilloic acid / 6-APA
A.mox1cul|n-2 (S + R) - piperazine-2,5- | s1.0% 0.1% HPLC
dione
Amexicillin dimer (open and closed) £1.3% 0.5% HPLC
Amoxicillin trimer (open and closed) <0.5 % 0.0% HPLC
Unidentified degradation products (each) | <0.5% 0.0% HPLC
Unidentified degradation products (total) | <1.0% 0.1%
Total number of degradation products <2.0% 1.0%
Microbiological purity*™:
TAMC <1000 CFU /g Not Performed
TYMC <100 CFU/g Not Performed
Esh. coli Absentin1g Not Performed




Certification statement

| hereby certify that the above-listed information is authentic and accurate. This batch of
product has been manufactured, including packaging/labelling and quality control at the above-
mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the registration dossier, or trade license of the country-
manufacturer or country-importer, if the product is imported, or in the product specification
dossier for the investigational drug product. The manufacturing, packaging, and analysis
protocols were reviewed and found to be compliant with GMP.

Name, position and signature of the batch

release responsible person

Roberta Venturi, Qualified Person

ieier A2fi2)202¢

Batch released

Date Nov 21,2024

Comments (if applicable for the batch)

When performed, the resulits are:

pass for Microlbiological purity means:

- TAMC: <1000 CFU/g
- TYMC: <100CFU/g
- E. Coli: Absentin1g

Pass for Dissolution test means ___%.

* It is not routine test

nbers of the Aenova Group
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JEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHM Y KHIBCBKIN OBJIACTI

npos. Ceitnuynoi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
NPOo SIKICTb BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody

07.03.2025 Ne 9719/25/10

DOJIIEMOKCHH COJIIOTAB®

(HaliMeHYBaHHA JTiKapchKOro 3aco0y 3riZlHO 3 peccTpauifHHM MOCBLIHEHHAM)
TabaeTku, wo aucnepryrbes mo 1000 mr;no 5 tabaerok y 6.icrepi; mo 4 6aicrepn y
KapTOHHIH KopoOui

(dopma BHIyCKY, 103yBaHHS, BH/] MAKyBaHH:A JIKapPCLKOTro 3aco0y)
Homep peectpauiiinoro nocsiguenns UA/4379/01/04 crpox aii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne E§80400 KinbkicTh BBe3eHOrO Mikapchkoro sacoby 17416

Brpo6rik Xaynt ®apma Jlatina C.P.JL, Itanis

(nafiMeHyBaHHA BHPOOHHKa JTiKapchKoro 3acoly, kpaiHa OXO/UKEHHH )

Bseseno B Vkpainy ToBapucTBo 3 o6mexenor BinnosinaaenicTio "IEJIBTA
ME/IIKEJI", inent. kox: 39448817

(nafimenyBanns Ta ko 3a €JIPIIOY ropunngHoi ocobu abo npizsuiie, imM'a, no 6arbkoBi (izuuHoOT
0cobM - nianpuemis, 1 Micle IPOKUBAHHA Ta peecTpaLiiiHii HoMep 00IiIKOBOT KAPTKH MIAaTHHKA
noaarkis abo cepis Ta HOMEp nacropra)

Iporokoa sisyaasuoro kourposo sin 03.03.2025 Ne 0625/2.

3a pesyneTaTaMH  JIePKABHOTO KOHTPOJIIO BCTAHOBJICHO, 10 JKapchkWil 3acid BBeseno B Ykpainy 3

JOTPUMAHHSAM BHMOI 33KOHO/JaBCTBA 1110710 3a0e3MeyeHHs IKOCTi TiKapChKHX 3aco0iB.
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bnank koMmnauit

Xaynt ®apma Jlatina C.P.JI. C.C. 156 Monti Jlenini KM. 47,600 04100 bopro Can Mimene

= dernova

Ceprudikar Ananizy/Ceprudikar BianosiaHocri

Bupo6uuk (kpaina):

BupoGHHK :

Xaynr ®apma Jlatina C.P.JL. Iranis,

Ctpana Crarane 156 KM 47, 600 ®P Bopro Can Miwene JIT 04100- Jlatina, ITanis

HasBa npoaykry, cuaa if,
Jikapceka hopma, posmip
NAKYBAHHA, peecTpauiiine
NMoCBiIYeHHs !

dnemokcun Contotad ®

Ta6nerku, wo aucnepryiorees, 1000 Mr aMmoKCHUHITIHY
(B opmi aMOKCHLIMAIHY TPHriapaTy)
Ne20 (Ne 5x4) y 6aictepax y KapToHHiii kopoObui

UA/4379/01/04

Homep cepii, posmip cepii:

Homep cepii  E80500

ynakoeok 17.392

JlaTa BupoOGHUUTBA:

10/2024

Tepmin npuaaTHocTi:

09/2027

Homep BupoGuuyoi aiuensii:

BupoGuuua ninenzia Ne aM 29/2023

Homep ceprudixara GMP

GMP ceprudikar Ne [T/34/H/2023

Ne Tecr Cneundpiranii PesyapTary MeToau
1 Onuc bini ado maibxe Ginoro Maitke Gini Tabnerku (npu
KONbOpY TabneTkH (rpu 36epiraHHi MOXKIUBHIT CBITI0-
30epiraHHi MOXKIHBHI CBITIO- JKOBTHH BIJITIHOK), JI0BracTol
®OBTHiR BIATIHOK), 20BrACTOT | 0o\ 5 noswaukolo WA " g S
(hopMH 3 TO3HATKOIO PUNE rpaByBaHHAM "236" Ha oaHOMY .
Ta rpaByBaHHAM "236" Ha foLi Ta PHCKOK Ha IHLIOMY
ojiHoMy Goli Ta pHCKOIO Ha Gouwi
iHwomy Goui
2 €sp. Dapm. 2.9.40
OHOPIAHICTb 1030BAHMX OJHHHLIL Bianosizae Bianosizae BumpoOyBaHHAM Po3paxyHKOBO — BaroBHM
METO10M
3 CrupaHicTb <1% 0% €pp. Dapm. 2.9.7.
4 Po3snananus
(y Boai nipu emnepatypi 20°C) <3 xe 49 cekyH €rp. @apm. 2.9.1.

5 Jucnepcnicte

98 % < 710 MM

Binnosinae sunpobyBaHHAM

€gp. Papm.
CuroBwHii ananis

InenTudikanis AMOKCHINTIHY

TpHriapat [TozuTHBHKI Bianogigae BEPX

T [nentudikanis AMOKCHUMIHY [To3suTuBHHIA Binnosijgae Yo*
TPHriapar

8 Pozunnenna* Q =80 % uepes 30 xBuauH He sukonyBascs €sp. Gapm. 2.9.3

KinskicHe BH3HAUCHHS
9 | AMOKCHLHIIHY TPHTipaT

950,0 — 1050,0 mr/Tabn.

981,2 mr/rabmn.

CynpoBiaHi J0MIlLKH:

10 | Amokcuunnoesa kucnora /6-APA <12% 0.4 %
AMoxkcHumnin -2 (S+R)-ninepasu -

11 | 2,5-nion <1.0% 0,1 %
AMOKCHLHITIH AuMep (BiAKPHTHI Ta R

12 | 3akpuTuii) =13% 0,5 %

Cropinka 132



AMOKCHIITIH TpuMep (BIIKPHTHIA

13 | Ta3akpuTHH) <0,5% 0,0 % BEPX
Heginomi npoaykTH po3nany
14 | (xoxuHii) <0,5% 0,0 % BEPX
Hesizomi npoaykTi posnaty
15 | (3aranbHa KinbKicTs) <1,0% 0,1% BEPX
16 | 3aransHa KiBKIiCTH MTPOIYKTIB
po3nagy <2.0% 1,0 % BEPX
Mikpo6ionoriuna 4ucrora*:
17
TAMC <1000 KYO/r He BukoHyBaBcs €rp. ®apm. 5.1.4
TYMC <100 KYO/r He BukoHyBaBcs
Esh. Coli Bigcyrhicte B 1 1 He BukoHYBaBcs
18 | Ceprudikauiiina sansa L{um # 3acBiquyIo, 1110 BHINE3a3HAUeHa iH(opMALlis € 0cToBipHOO Ta TouHo0. Ll cepin
NpoyKTY Oy/1a BUrOTOR/CHA, BKIIOHAKNH N1AKy BAHHA/MAPKY BAaHHA Ta KOHTPO.Ib AKOCTI, Ha
BUIIE3A3HAUCHIH AibHUL (111bHALAX) ¥ NOBHIH BixnosiaHocTi 10 BUMor GMP micuesoro
PEry/IATOPHOro oprany Ta crieundikauiii, HaBeAeHHX Yy peecTpaiiHoMy 10Cke abo Toprosii
ninensii kpainu-BUpOGHHKA UM KPAiHH-IMIIOPTEPa, AKILO MPOJIYKT iIMIOPTYETLEA, abo y
cnenudikauii TPOAYKTY A/ A0CTIKYBaHOTO Jikapebkoro 3acoby. ITpoTokonn BHPOOGHHITRA,
NaKyBaHHA Ta aHa/li3y Oy/IM nepeBipeHi Ta BA3HAHI TAKAMH, 110 BiInosizawTe sBumoram GMP.
19 | TlpizBuuie, mocajaa Ta Manuc Roberta Venturi, YnosHosaxeHna ocofa
YIIOBHOBaXXEHOT 0COOH 32 BHITYCK /mignucano/ 12 rpyans 2024
cepil
20 | Bumyck cepii JHara: 21 nucronana 2024
21 KomeHTapi (AK1110 3aCTOCOBHI 10 I1py BMKOHAHHI, pe3yabTaTH OyIyTh HACTY THHMH!

cepii)

[Tpoxo/keHHs Ha MikpoGioOriYHY YHCTOTY:

- TAMC: < 1000 KYO /r

- TYMC: <100 KYO/r

- E. Coli: Biacytnicte B I T

[Tpoxo/keHHS TeCTY Ha PO3UMHEHHs o3Hayae: _ %.

*He pYTHHHHI TeCT

BpiHKa 2 3 2



Haupt Pharma Latina S.r.l. $5.156 Monti Lepini Km. 47,600 04100 Borgo San Michele

CERTIFICATE OF ANALYSIS/CERTIFICATE OF COMPLIANCE

Manufacturer (country):

Manufacturer:
Haupt Pharma Latina S.R.L,

Strada Statale 156 KM 47, 600 FR Borgo San Michele LT 04100 - Latina, ltaly

Product name, potency, pharmaceutical
form, pack size, MA number:

FLEMOXIN SOLUTAB®, dispersible tablets,
1000 mg amoxicillin (in the form of amoxicillin trihydrate),
Ne20 (Ne5x4) in blisters in a carton box

UA/4379/01/04
Batch number, batch size: Batch number E80500 boxes 17.392
Manufacturing date: 10/2024
Expiration date: 09/2027

Manufacturing license number:

Manufacturing license Ne aM 28/2023

GMP certificate number

GMP certificate Ne IT/34/H/2023

Test Specifications Results ethods
Description White or almost white tablets [Almost white tablets
(storage  possible li‘g’hl-yellow (storage possible light-yellow shade),
!:g!:adgﬁut:::;i \;;g‘ossec‘l‘ onkc;lg:: oblong with * M logo & ‘236" mark Visual
side and score line on the other idebossed on one side and score line on
side.. the other side..
Uniformity of dosage units Conform Meets Test Eur. Ph. 2.9.40,
mass variation
method
Friability <1% 0% Eur.Ph.2.9.7
Disintegration (in water at 20 °C) <3 min 49s Eur. Ph. 2.9.1
Fineness of dispersion 98% < 710 mem Meets Test Eur. Ph. sieve
analysis
Identification Positive PASS
Amoxicillin trihydrate HPLC
|dentification Positive PASS UV
Amoxicillin trihydrate
Dissolution* Q=80 % after 30 min Not Perfomed Eur. Ph.2.9.3
Assay 950.0-1050.0 mg/tablet 981.2 mg/tablet HPLC
Amoxicillin trihydrate
Related substances: £12% 0.4% HPLC
Amoxicilloic acid / 6-APA
Amoxicillin-z (S + R) - piperazine-2,5- | =1.0% 0.1% HPLC
dione
Amoxicillin dimer (open and closed) <1.3% 0.5% HPLC
Amoxicillin trimer (open and closed) <0.5% 0.0% )
Unidentified degradation products (each) | <0.5% 0.0% “ ;
Unidentified degradation products (total) | <1.0 % 0.1% R &Y~ HPERA
Total number of degradation products =2.0% 1.0% ]/ LC
Microbiological purity™: \ %
TAMC <1000 CFU /g Not Perormed ||& £\ .ng&?? ~
TYMC <100 CFU/g Not Performed \\2. R
Esh. coli Absentin 1 g Not Performed P
D) e -’uHuu_ *\\A .
agaummg ™
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Certification statement I hereby certify that the above-listed information is authentic and accurate. This batch
of product has been manufactured, including packaging/labelling and quality control
at the above-mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the registration dossier, or
trade license of the country-manufacturer or country-importer, if the product is
imported, or in the product specification dossier for the investigational drug product.
The manufacturing, packaging, and analysis protocols were reviewed and found to be
compliant with GMP.

Name, position and signature of the batch | Roberta Venturi, Qualified Person

release responsible person %‘, é;,. hfé&‘ 77 f'— A2 A2 / 107t

Batch released Date Nov 21,2024

Comments (if applicable for the batch) When performed, the results are:
pass for Microlbiological purity means:
TAMC: <1000 CFU /g
TYMC: <100 CFU/g
- E. Coli: Absentin1g
Pass for Dissolution test means ___%.

* It is not routine test

"'*-—;‘?]4‘

é‘
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Members of the Aenova Group
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NEP)KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

npos. Ceitmuynoi Hamii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3€HOI0 B Y KpaiHy JiKapcbKOro 3acody

07.03.2025 Ne 9720/25/10

OJIEMOKCHH COJIIOTAB®

(HafiMeHyBaHHS JTIKAPCHKOro 3acofy 3ri/IHO 3 peecTpauiiiHIM [0CBIIYEHHAM)
TabaeTku, mo aucnepryorbes mo 1000 mrino 5 radaerok y daicrepi; mo 4 Gaicrepu y
KAPTOHHIH KopoOui

(thopma BHITyCKY, 103yBaHHS, BHJ NaKyBaHHsA JIKapceKoro 3acoly)
Homep peecrpauiiinoro nocsiguenns UA/4379/01/04 crpox nii peectpauiitnoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne E80500 KinbKicTh BBE3€HOTO JiKapcskoro 3acoby 17392

Bupo6unk Xaynt ®apma Jlarina C.P.JI, Itanisa

(HaliMeHyBaHHs BUPOOHHKA JiKapchKoro 3acoly, kpaiHa NoXO/KEeHH:!)

Breseno B Ykpainy TosapucTBo 3 06meskeHoro BianosinaasuicTio "J/IEJIBTA
MEIIKEJI", inent. xox: 39448817

(nadimenypanns Ta koa 3a €APIIOY 1opuanynoi ocobu abo npiseuule, iM's, no 6aTbkoBi Qizuanoi
0coOu - NiAnpyeMILA, 1T Micle IPOKHBAHHA Ta peecTpauiiiHuii HoMep 06MiKOBOT KAPTKH IVIaTHHKA
nojatkis abo cepis Ta HOMEp racnopra)

Mporokoa sizyaasnoro kourpomo sia 03.03.2025 Ne 0625/3.

3a pesynbTaraMH JIEpXKABHOTO KOHTPOJIKO BCTAHOBJIGHO, 110 JliKapchkwii 3acid BBeseno B VYkpainy 3

JOTPUMAHHAM BHMOr 33KOHO/IaBCTBA 111010 3a0€3MICYEHHA AKOCTI IIKapChKHX 3ac00iB.

C"‘m
‘;.-‘_cA.

- P :_4 =,
//’w""“‘k ;, L \Y
B.o. n?‘;(anﬁ;ﬂxa m— ©, \\ % ‘i Onwra EPBOMEHKO
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TEP)KABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCBKINA OBJIACTI

1poB. CBITIMYHOI Haii, 3, M.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOT0 B YKPaiHy JiKapcLKOro 3ac00y

28.04.2025 Ne 19371/25/10

®JEMOKCHUH COJKOTAB®
(HaiiMeHyBaHHs JTiKapChKOTO 3acofy 3riAHO 3 peecTpauiiHuM MOCBiAUECHHSM)
Ta6aeTKH, WO Aucnepryorses no 1000 mrimo 5 taberok y Gaicrepi; mo 4 oicTepu y
KApTOHHii Kopooui
(popma BHITYCKY, 03YBaHH, BUIl [IAKYBaHHA 1iKapchKOro 3acoby)

Howmep peectpaniiroro nocsimaenns UA/43 79/01/04 crpox aii peectpariiiroro mocsiuents 01 .01.2099
Cepis nikapcskoro 3aco6y Ne E79500 KinbskicTs BBe3eHoro Jikapeskoro 3acoby 9024

BupoGHHK Xaynt ®apma Jlarina C.P.JI, Itamis
(HaiiMeHyBaHHs BUPOGHHKA JIKapChKOTO 3ac06y, KpaiHa MOXOJKEHH)

BaeseHo B YkpaiHy ToBapucTBO 3 00MENKEHOI0 pignosinanwuicrio "JIEJIBTA
MEJIKEJ", inent. kox: 39448817
(naiimenyBanHs Ta Koz 3a €[IPTIOY OpHIMYHOT 0co0u a0 Mpi3BHILE, im'st, Mo 6aTeKOBI izuuHOT
0co6H - mignpuemud, il Micue MpoXKHBaHHs Ta peectpaniinui HoMep 0061iKOBOI KapTKH IIaTHHKA
10JaTKiB abo cepis Ta HOMEp MacropTa)

IpoTOKOI Bi3yaabHOr0 KOHTPOJIIO Bil 24.04.2025 Ne 1250/2.

3a  pe3ylIbTaTaMH JEPKABHOrO ~KOHTPONIO  BCTAHOBJICHO, IO nikapchkuit 3aci0  BBE3C€HO B VYkpainy 3

JOTPHUMAHHSAM BIMOT 33KOHOJIABCTBA IO/10 3aGe3TCUeHHS IKOCTI TIKapChKHX 3ac00iB.

\ % - Osnbra EPBOMEHKO

(nianuc) (initdasns Ta npisssue)
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bnank xkommnanii

Xaynt ®apwma Jlarina C.P.JL C.C. 156 Mouti Jlenini KM. 47, 600 04100 Bopro Can Miwene

dAdAero - a

Ceprudikar Ananizy/Ceprudikart Bianosianocri

Bupobuuk (kpaina):

BupobHuk :
Xaynt ®apma Jlarina C.P.JL. ,Itanis,
Crpana Crarane 156 KM 47, 600 ®P bopro Can Miwene JIT 04100- Jlarina, Itanis

Hasea npoaykry, cuaa aii,
naikapebka Gopma, po3mip
NaKyBaHHs, peecTpauiiine
NOCBiAYeHHA:

dremoxcun Comorad ®
Tabnetku, wo aucnepryiotses, 1000 Mr aMOKCHLATIIHY
(8 hopMi aMOKCHLMIIIHY TPHIiapary)

No20 (Ne 5x4) y GnicTepax y kapToHHIi KopoOui
UA/4379/01/04

Homep cepii, po3mip cepii:

Homep cepii  E79500

ynakosok 17.280

JlaTa BupoGHHUTBA:

10/2024

Tepmin npuaaTHocTi:

09/2027

Homep BupoGuuyol giuensii:

BupoGuuua ninensia Ne aM 29/2023

Homep ceptudirara GMP

GMP ceprudirar Ne IT/34/H/2023

Ne Tecr Crneundikanii PesyabTatn MeTtoan
| Ornue bini abo maitxe Ginoro Maitxe 6ini Tabnerku (npw
KOJIbOpY TabjeTku (npu 3Gepiranii MOXKIHBHIE CBITIIO-
3bepiraHHi MOKIHBHH CBITIO- ’KOBTHH BIATIHOK), 10Bractoi
JHKOBTHH BUITIHOK). J()B;?;?T()l OPMH 3 MO3HAMKOIO "A’A " ra P —
dopmu 3 no3nauko AT rpasyBaHHaM "236" Ha oHOMY .
Ta rpaByBaHHAM "236" Ha Golli Ta PHCKOIO Ha IHIIOMY
oanomy 6ol Ta pHCKOIO HA boui
iHIoMmy 6ol
2 €sp. Papm. 2.9.40
OaHOpiaHICTE 1030BAHHX OJUHHILb Bianosinae Bianosizae BHIpoOyBaHHAM Po3paxyHKOBO — Baropum
MECTOAOM
3 | Crupanicts <1% 0% €p. ®apm. 2.9.7.
& Posnananus
(v Boai npu Temneparypi 20°C) <3 xB 54 cexyHaH €sp. ®apm. 2.9.1.
i . . 2 M.
3 JucnepcHicTh 98 % < 710 MkMm Bianoginae BunpoOyBaHHAM . €ap CPap .
Curonii ananis
6 [menTrdikauis AMOKCHUMIIHY
Tpﬂl'iﬂ,paT TTosuTHBHUH Bianogsinae BEPX
7 laenTrdikauis AMOKCHLIMITIHY [losuTuBHui Bianosinae Yo*
TpHrigpar
8 Po3unnenns™ Q =80 % uepe3 30 xBHAHH He BukonyBaBcs €sp. Papm. 2.9.3
KinnkicHe BH3HAuCHHS
9 AMOKCHLMIIIHY TpHriapar 950,0 — 1050,0 mr/rabun. 973.4 mr/Tabn.
CynpoBijiHi TOMIILKH:
10 | AMokcHumnioesa kuciora /6-APA <1,2% 0.4 %
AMoxcuumiin -2 (S+R)-ninepasux -
11 | 2,5-gion <1,0% 0.1%
AMOKCHUWTIH AuMep (BiAKpHTHIT Ta o
12 | 3akpuTHii) <1L,3% 0,5 %

Cropinka 1 3 2



AMOKCHIIWIIH TpUMeED (BLIKPHTHI

13 | Ta 3aKkpHTHIi) <0.5% 0,0 % BEPX
Hepinomi npoaykTi po3naiy
14 | (koxHHiH) s - ’ <0,5% 0,0 % BEPX
HerizoMi npoayKkTH posnany
15 | (3aranbHa KinbKicTs) <1.0% 0,1% BEPX
16 | 3aranbHa KiZBKiCTh NPOOYKTIB
po3najy <2.0% 1.1 % BEPX
Mikpo6ionoriuna uncrora*:
17
TAMC <1000 KYO/r He BukoHyBaBCs €sp. Papm. 5.1.4
TYMC <100 KYO/r He BukoHyBagcs
Esh. Coli Biacyrthicte B 1 ¢ He BukoHyBaBcs
18 | Ceprudiikauifina 3assa [Tum 5 3acBiAUYIO, 110 BHILE3a3HAYCHA IHOPMALLIA € T0CTOBIPHO Ta TouHO. Lla cepis
MpoAyKTy Oy/1a BUIOTOB/IEHA, BKIFOUAKYH MTAKYBAHHA/MAPKYBAaHHA Ta KOHTPO/Ib AKOCTI, Ha
BHIIE3a3HAYEHIH TiNbHHLI (ILBbHALAX) Y TOBHIH BianosiaHocti 10 Bumor GMP micuesoro
peryisTopHoro opramy Ta criendikaniii, HaBeIcHUX y peecTpaliiiiHoMy Jocke abo Toprosiit
Aiuensii kpaiHH-BHPOOHHKA YH KpaiHH-IMIIOpTEpa, SKILO NPOAYKT IMIOPTYEThCA, 200 ¥
cnenudikaiii MpoAyKTY 444 A0CiIKYBaHOTO JliKapebKkoro 3acoly. [TpoTokony BupoGuumiTRa,
MaKyBaHHA Ta aHani3y OyM NepeBipeHi Ta BU3HAHI TAKHMH. 110 Bianosizaors Bumoram GMP.
19 | Tlpissuine, nocana Ta mianue Roberta Venturi, Ynosnosaxkena ocoba
YMOBHOBaXEHOT 0c00H 32 BHITYCK /mianucano/ 12 rpyans 2024
cepii
20 | Bumyck cepii Hara: 26 nmucronana 2024
21 | Komenrapi (4K110 3aCTOCOBHI 10 [IpH BHKOHAHHI, pe3y/1bTaTh Oy Iy Th HACTY THHUMH:

cepii)

[MpoxokeHHs HA MiKpOGIOIOTIUHY YHCTOTY:

- TAMC: < 1000 KYO /v

- TYMC: <100 KYO/r

- E. Coli: BincytHictb B 1 1

[poxo/keHHA TECTY Ha PO3UMHEHHA 03Havae:  %.

*He PYTHHHHH TecT

Cropinka 23 2




Haupt Pharma Latina S.r.l. §5.156 Monti Lepini Km. 47,600 04100 Borgo San Michele

CERTIFICATE OF ANALYSIS/CERTIFICATE OF COMPLIANCE

Manufacturer (country):

Manufacturer:
Haupt Pharma Latina S.R.L,
Strada Statale 156 KM 47, 600 FR Borgo San Michele LT 04100 - Latina, Italy

Product name, potency, pharmaceutical
form, pack size, MA number:

FLEMOXIN SOLUTABR®, dispersible tablets,
1000 mg amoxicillin (in the form of amoxicillin trihydrate),
Ne20 (Ne5x4) in blisters in a carton box

UA/4379/01/04
Batch number, batch size: Batch number E79500 boxes 17.280
Manufacturing date; 10/2024
Expiration date: 09/2027

Manufacturing license number:

Manufacturing license Ne aM 29/2023

| GMP certificate number GMP certificate Ne IT/34/H/2023
Test Specifications Results Methods
Description White or almost white tablets |Almost white tablets (storage)
(storage possible light-yellow |possible light-yellow shade),
shade), oblong with o oblong with ** NG logo & ‘236 Visual
logo & ‘236" mark debossed | .1k debossed on one side and|
on one side and score lin¢ on cqre Jing on the other side.
the other side.
Uniformity of dosage units Conform Meets Test Eur. Ph. 2.9.40,
mass variation
method
Friability 1% 0% Eur. Ph.2.9.7
Disintegration (in water at 20 °C) <3 min 54s Eur. Ph. 2.9.1
Fineness of dispersion 98% < 710 mem Meets Test Eur. Ph. sieve
analysis
Identification Paositive PASS
Amoxicillin trihydrate HFLS
Identification Positive PASS uv*
Amoxicillin trihydrate
Dissolution* Q=80 % after 30 min Not Perfomed Eur. Ph.2.9.3
Assay 950.0-1050.0 mg/tablet 973.4 mg/tablet HPLC
Amoxicillin trihydrate
Related substances: <12% 0.4% HPLC
Amoxicilloic acid / 6-APA
Amoxicillin-2 (S + R) - piperazine-2,5- | £1.0% 0.1% *g
dione M ?"
Amoxicillin dimer (open and closed) =1.3% 0.5% HPL!
Amoxicillin trimer (open and closed) <0.5% 0.0% AAHPLC \»
Unidentified degradation products (each) | 0.5 % 0.0% = I~
Unidentitied degradation products (total) | 1.0 % 0.1% > HPLG
Total number of degradation products <2.0% 1.1% .
Microbiological purity™: % aemn-“’“ -
TAMC <1000 CFU /g Not Performed =7, 5.1 4 1
TYMC =100 CFU/g Not Performed Gkt
Esh. coli Absentin1g Not Performed ‘
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Certification statement

| hereby certify that the above-listed information is authentic and accurate. This batch
of praduct has been manufactured, including packaging/labelling and quality control at
the above-mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the registration dossier, or trade
license of the country-manufacturer or country-importer, if the product is imported, or
in the product specification dossier for the investigational drug product. The
manufacturing, packaging, and analysis protocols were reviewed and found to be
compliant with GMP.

Name, position and signature of the batch

release responsible person

Roberta Venturi, Qualified Person

%Jh Jeiecr— A242|T0y

Batch released

D.ate Nov 26,2024

Comments (if applicable for the batch)

When performed, the results are:

pass for Microlbiological purity means:
TAMC: <1000CFU/g
TYMC: <100 CFU/g
E. Coli: Absentin1g

Pass for Dissolution test means ____ %.

* It is not routine test

y Grou

2/2

C.P.M. * Dragenopharm « EVP « Haupt Pharma * Swiss Caps * SwissCo * Temmler
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