bnank kommanii

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

o aAernoya

Ceptudikat Ananizy/Ceprudikat BianosigHocri

Bupob6uuk (kpaiua):

BupoOHuk :

Xaynt @apma Jlatina C.P.JL. [Itanis,

Crpaza Crarane 156 KM 47, 600 ®P bopro Can Mimene JIT 04100- Jlatina, ITanis

Hassa npoaykry, cuia aif,
Jikapcbka (hopma, posmip
NaKyBaHH#A, peecTpauiiine
MOCBiIYeHHs:

dnemokeun Comorab ®

TabneTky, o AMcnepryroTees, 250 Mr aMOKCHUHITIHY
(B hopMi aMOKCHUMAIHY TpUTiapaTy)
Ne20) (Ne 5x4) y 6nictepax y kapTOHHIi kopobi

UA/4379/01/02

Homep cepii, posmip cepii:

Howmep cepii E77100

ynakoBok 63.416

Jlata BupoOHHUTBA:

10/2024

Tepmin npuaaTHocTi:

09/2027

Homep Bupo6Hn4o0i Jinensii:

Bupobuuua niuensis Ne aM 29/202

-
b

Homep ceprudikara GMP

GMP ceprudirar Ne IT/34/H/2023

Ne Tecr Cnenndikauii Pezyiabrarn Metoan
1 Onuc S . . Maiixke 0ini Tabnerku (npH
Bim an0 Manxe 6inoro . . = 2
30epiraHHi MOKIHBHH CBITI0-
KOJTBOpY TabneTku (npu 1w e i
. s o JKOBTHI BiJITIHOK), TOBracTol
36epiraHHi MOXIHBHH CBITIIO-
JKOBTHI BiATIHOK), foBracToi | $OPMH 3 no3HA4KOK0 "7 " 13 Bi
N " apyBaHHAM "232" Ha oHOM 13yajibHO
dopmu 3 no3HAUKOO AT Ipasy! ADIIFDMY
g 601l Ta PHCKOIO HA THIIOMY
Ta rpaByBaHHAM "232" Ha Honi
oHOMY OOLli Ta PHCKOIO Ha
iHmomy Gouti
2 €sp. Papm. 2.9.40
OHOPIAHICTL JI030BAHKX O/IHHHILb Binnoginae Bianosinae BunpoOyBaHHAM Po3paxyHKOBO - BaroBHM
MECTO/10M
3 CrupaHicTb <1% 1% €sp. dapm. 2.9.7.
Posnanauus <3xs 50 cexyt
4 Homn o - Rl €sp. Papm. 2.9.1.
(v Boai npu Temneparypi 20°C)
5 JlucnepcHicThb 98 % < 710 MM Binnosinae sunpoOyBaHHaM Esp. ?apM. _
CuroBH# aHani3
6 IaenTudikauis AMOKCHLMIIHY
TPHUriapar [MosuTuBHUi Biamosinae BEPX
7 [nenTndikaiisa AMOKCHIIMTIHY [Mo3uTHBHKI Bianosinae V*
_TpHriapar
8 Poszunnenns* Q =80 % uepes 30 xBumHH He BuxonyBascs €sp. Dapm. 2.9.3
KinskicHe BU3HAYSHHA
9 AMOKCHLMJIIHY TpHriapaT 237,5 - 262,5 mr/Tabn. 242.8 mr/Tabn. * T
AME
CynpoBiani 1oMimKH: V %) 4"@%%
10 | AMokcuumnoesa kuenora /6-APA <1,2% 0.4 % F 4y )
& mx 7 ¥
Amokeuumnin -2 (S+R)-minepazuy - = i
11 | 2,5-nion <10% 0,1 % ~
4 6 o BHrx
AMOKCHUMWIIH MMep (BIIKpUTHI Ta ) ()%;ﬂ:i_
= 0 B il
12 | 3akpuTwii) <13% 0,5 % (‘gﬁmﬁ% v
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AMOKCHLUMIIIH TPHMED (BIAKPHTHIA

0,
13 | i smmpim) sd5% 0,0 % BEPX
Hesinomi npoayxru posnany
14 | (koxHui) <0,5% 0.0 % BEPX
Hesinomi nmpoxykTH posnany
15 | (3araisHa KinbKiCTB) <1,0% 0,1% BEPX
16 | 3aransHa KinbKicTh NPOAYKTIB
posmnauy <2,0% 1,1 % BEPX
Mixkpo6ionoriuxa yucrora*:
17
TAMC <1000 KYO/r He BukonyBascs €pp. Papm. 5.1.4
TYMC <100 KYO/r He BukoHyBaBCs
E. Coli Bigeyrnicte B 1 1 He BukonyBagcs
18 | Ceprudixkauiiina 3agsa Lum 5 3acBiTuy1o0, WO BHILE3a3Ha4eHa IH(OPMALLIS € 10cTOBIpHOIO Ta Tourok. 11 cepis
npoAykTy Gyna BUTOTOBICHA, BK/IHOHAKHH TAKYBAHHA/MApKyBaHHA T2 KOHTPOMb AKOCTI, Ha
BHINE3a3HAYCHIH AinbHML (IUMBHHLIX) y MOBHIH Binnosignocti 10 Bumor GMP Mmicuesoro
PETYAATOPHOIO OPraHy Ta crieludikallii, HaBeIeHUX Y peecTpallifHOMY A0che abo TOpropii
Jniuensii kpaiHH-BUPOOHHAKA UK KpaTHU-IMIOPTepa, SKIIO TIPOAYKT iMIopryerses, abo y
cnennikaLii IpoAYKTY /1A 10CIKYBaHOrO ikapeskoro 3acofy. [IpoTokosiu BupoGHHLTE],
NaKyBaHHA Ta aHanizy 6ymm nepesipeni Ta BH3HaHI TAKMMH, 110 RifNOBigai0Ts BuMoram GMP,
19 | Ipiseniue, nocana Ta nianuc Roberta Venturi, Y nosnosaxena oco6a
YTIOBHOBAXKEHOT 0COOH 33 BHITYCK /migmmcano/ 12 rpyans 2024
cepii
20 | Bunyck cepii Jata: 28 auctomana 2024

21

Kowmenrapi (skiuo 3acrocosni no
cepii)

I1pu BuKkOHAHHI, pe3ynbTaTH OYIYTh HACTYTHUMH:
TMpoxomxenns Ha MikpoGiOIOTiYHY YHCTOTY:

- TAMC: <1000 KYO /r

- TYMC: <100 KYO/r

- E. Coli: Bigcytnicte B 1 1

ITpoxoKeHHS TeCTY Ha PO34MHEHHA o3Havae: Y%,

*He pYTHHHHH TecT
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Haupt Pharma Latina S.r.l. 55.156 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 SOLUTAB®, dispersible tablets,
250 mg amoxicillin (in the form of amoxicillin trihydrate),
Ne20 (Ne5x4) in blisters in a carton box

UA/4379/01/02
Batch number, batch size: Batch number ~ E77100 boxes 63.416
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 tahlets |Almost white tablets

(storage possible light-yellow (storage possible light-yellow

shade), oblong with oaha o 1020 |ihade) oblong with * RN logo & Visual

& °232" mark debossed on One 1335' mark debossed on one side and

side and score line on the other Loore jine on the other side.

side
Uniformity of dosage units Conform Meets Test Eur, Ph. 2.9.40, mass

variation method
Friability 1% 1% Eur. Ph.2.9.7
Disintegration (in water at 20 °C) <3min 50s Eur, Ph.2.9.1
Fineness of dispersion 98% < 710 mem 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 Performed Eur. Ph.2.9.3
Assay 237.5-262.5 mg/tablet 242.8 mg/tablet HPLC
Amoxicillin trihydrate
Related substances: <1.2% 0.4% HPLC
Amoxicilloic acid / 6-APA
Amoxicillin-2 (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% 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% 1.1% P '
Microbiological purity*: ¢ Q}\ %
TAMC <1000 CFU /g Not Performed : r Phid 4
TYMC <100 CFU/g Not Performed N
Esh. coli Absentin 1g Not Performed * | CEPTH®IKATIB
%
%”jﬂfﬁm Ko

53 W*
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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 W)ﬁ | tot il A2 142 /20 2,

Batch released Date: Nov 28, 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: Absentinig
Pass for Dissolution test means ___%.

* It is not routine test

Members of the Aenova Group

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

Pag.2of 2



JIEPJKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KMIBCBKINA OBJIACTI

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

BUCHOBOK
Npo AKICTH BBE3eHOro B YKpaiHy JiKapchKOro 3acody

24.02.2025 | Ne 7138/25/10

®JIEMOKCHH COJIIOTAB®

(naiiMenyBaHHs JiKapcbKOro 3aco0y 3riIHO 3 peccTpaLliiiiiM NoCBiA4eHHAM)
TabJeTKH, o AucnepryoTses mo 250 mr; mo 5 tadaerok y 6aicrepi; no 4 Gictepn y
KApPTOHHiH KopoOui

(topma BHNYCKY, 103yBaHHs, BHA NaKyBaHHA JiKapchkoro 3acody)
Howmep peectpauiitoro nocsimuenns UA/4379/01/02 crpox aii peectpauiiinoro nocsixuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne E77100 KinskicTs BBeseHoro jaikapeskoro 3acoby 11904

Bupo6uuk Xaynt @apma Jlarina C.P.JI, Itanis

(HaiiMeHyBaHHA BHPOGHHKA TiKapchKoro 3acoly, kpalHa MOXOIKEHHA)

Beesero B Ykpainy TosapucTo 3 o6Mexenow BinnopinansuicTio "IEJIbBTA
MEJIKEJI", inent. kox: 39448817

(nalimenyBanms Ta ko 3a €PIIOY ropuauuHoi ocodu abo npizeuiie, im's, o 6aTekosi GisnyHOT
0co6H - MANPHEMILA, Ti MiClle IPOKUBAHHS Ta PeecTpalliiiHui HoMep 00/TiKOBOI KaPTKH IIaTHHKA
nozgaTkie abo cepis Ta HOMep NacnopTa)

IMporokoa Bisyaasnoro konrpoo six 24.02.2025 Ne 0476/2.

3a  pes3ynbTaTaMM  JIEPKABHOTO KOHTPOJIO BCTAaHOBIEGHO, IO JIKapcekuil 3aci6 BBeseHO B VYkpainy 3

AOTPHMAHHSAM BuMOT 33KOHOJABCTBA II0/10 320€3NeYeHHA AKOCTI JiKapChKHX 3ac00iB.

P A Fp,.
u W‘ﬂs{.' \\
4 e

B.o. n amﬁ;ﬂr(a cnyxm(-a \\ % - Onsra EPLOMEHKO
{rﬁ{ua.‘gua omﬁn fvﬁl ﬂcbf@ﬁ? KOHTPOO) ‘('ui_annc) (imiuianu Ta npissuie)
il J},‘ ‘:: ::




JTEPZKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCbKIN OBJIACTI

npos. Ceitnnanoi Haaii, 3, m.Knis, 02099, ten/dakc; (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOr0 B YKpaiHy JiKapchKoro 3acooy

21.04.2025 Ne 19369/25/1011

®JIEMOKCHH COJTIOTAB®

(naiiMeHyBaHHA TIKapChKOro 3acofy 3riHo 3 peecTpaliifHUM MOCBITIEHHAM)
TabJeTKu, mo AucneprywTbes 1o 250 mr; no 5 rabaerox y 6aicrepis no 4 daicrepun y
KAPTOHHiH Kopooui

(popma BHNYCKY, A03YBAHHA, BU MAKYBaHHA TIKAPCLKOro 3ac00y)
Homep peectpauiittoro nocsimuerns UA/4379/01/01 crpox aii peecrpauiitnoro noceiuenns 01.01.2099
Cepis nikapebkoro 3aco6y Ne E77100 KinekicTh BBe3eHOTO Nikapcbkoro sacoby 9984

Bupo6Huk Xaynt ®apma Jlarina C.P.JI, Itanisn

(naiiMenyganns BHpo0HHKa JiKapcbKoro 3acoly, KpaiHa 10X0IKeHHS)

Beeseno B Vkpainy TosapucTBo 3 0dMexenolo Bianosinanbuictio "IEJIBTA
MEJIKEJI", inent. xox: 39448817

(nafimenyeannsa Ta kox 3a €JIPIIOVY ropnanusoi ocobu abo npissuue, iM'st, mo GaThKOBI (izHyHOT
ocobu - mianpuemus, i Miclle MPOKMBAHHS Ta PeecTpalliliHuit HoMep 0061iK0BOT KapTKH NIATHHKA
noaaTtkie abo cepis Ta HOMEp Nacrnoprak

-+

Iporokoa Bisyaisnoro kourpoio sig 18.04.2025 Ne 1249/1.

3a  pesyIbTaTaMH JIEPKABHOrO KOHTPOIO BCTAHOBJEHO, IO 7ikapceknii  3acld  BBeseno B Ykpainy 3

JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA L1010 3a0€3Me4eHHA AKOCTI JIIKAPChKHX 3aco0iB.

Onera EPLOMEHKO

(niamuc) (ininiamu Ta npizsHuLe)
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