JEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KNEBI

npos. Haaii Ceitnnuot, 3, 02099, en. (044) 205-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €PIIOY 37079055

BUCHOBOK
Npo AKiCTL BBE3eHOro B YKpPaiHy J1iKkapcbKoro 3acody

05.08.2025 Ne 38585/25/26

IMPEOJIIKA® ®OPTE

(naiiMeryBaris 1ikapcsikoro 3acofy 3riiHo 3 peecTpaitiiiium nocsiLueHIM)
taéaerin no 200 mr no 10 Tabaerok y 6uicrepi, no 3 aictepn B navui

((popma BUITyCKY, 103y BaHHS, BUJL NAKy BAHHS Jlikapchkoro 3acoby)
Howmep peecrpaviittoro nocsinuenns UA/20625/01/01 crpox aif peectpauifinoro nocsinuexHs 03.10.2029
Cepis nikapcbkoro 3aco6y Ne 250405 KinbkicTh BBe3€HOr0 Nikapcbkoro 3acoby 4620

Bupo6rink Biopapwm Cr1. 3 0.0, [losbuia

(HaiiMeNyBaHHs BUPOGHUKA AiKapcLKOro 3acoby, kpaila MOXOKCHHS)

Baeseto B Ykpainy CninbHe yKpaiHCbKO0-eCTOHChKE MiANPHEMCETBO Yy (hopmi TOBapHCTBA
3 oGMexkenoro Binnmosinanbuictio "Onrima-®apm, JITA", inenr. xoa:
21642228

(Halimenysans Ta ko 3a €JIPTIOY opuanunoi ocobu abo npissulie, iM's, 1o 6aTbKOBI (isnuHoT
0coGu - miAnpHemi, 1 Micue NpoxUBanHS TA peccTpauitiuii Homep 061iKOBOT KAPTKH IIIATHHKA
nojatkis abo cepis Ta HOMEp MacropTa)

MpoTokoa Bisyansuoro koutpomo sin 05.08.2025 Ne 2834/01.10-25/1.

3a  pesyabTaTaMM JIEPKABHOTO KOHTPOJNIO ~BCTAHOBNEHO, 1O JikapePknid 3aci6 BBeseHo B Ykpainy 3

JAOTPHMAHHSAM BUMOT 3aKOHO/ABCTBA LLOJO 3abe3nedeHHs SKoCTi 'l}apCbKl/lX 3aco0iB.
Vo4

Muxona XOJIOAEHKO

(iniuiany Ta npi3suLIe)




BIOFARA

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT SIKOCTI CEPIi JIKAPCBKOT O 3ACOBY

é""Pfg(‘iﬂﬁ:;?ﬁéﬁ'lgﬂ{a'ma TIPOYKTY TPREOLIKA® forte, 200 mg tablets, 10 tablc't”éﬂé
| (strength, dosage form, package size and | in the blister; 3 blisters in the pack /
| type / posyBauus, JUKapcehKa dopma, MPEOJIIKA® dopre, TabneTin 110 200 mr, 0O |

| posmip i THIL YITAKOBKH) 10 raBnetox y 6micrepi, o 3 Guictepy B Dawi
| Active substance / Jliroua peuoBuHa Trimebutine maleate 200 mg / o

TpumebyTrHy Maniear 200 mr

| Manufacturing country / - Poland / [onpina

| Marketing autho zation number / - UA/20625/01/01
; Howmep | pgg;c_rpgxgi_)}moro DOCBLAYEHHS f
| Batch number and size / | 250405
| Homep T2 PO3MIp, cepit | 21 292 packs / 21 292 ynakoBOK

| Jlata pupo0uuirsa I

- Expiry Date / Ctpok TIPHUIATHOCT! 04.2028

“Name, site address and e acturing | Biofarm Sp.z0.0. B !
authorization number / Walbrzyska str. 13, Poznan, 60-198, Poland / ‘
Haspa, aapeca JiTbHALI i womep ninensii Biopapm Cn. 3 0.0. 1
Ha BUPOOHHITBO By, BanGxmcxa 13, [losnaub, 60-198, Tlonema |

|

Manufacturing authorization No 111/0060/15

Jlinensia na prpoOHANTBO Ne 111/0060/15

European pPharmaceutical Manufacturer
BIOFARM Sp. 2 0.0, ul. Walbrzyska 13, 60-19& Poznan. Potand | phone + 48 61 6651 629] e-maik export@hiofarm.pt | niofar.eu

Registration no. 000012050, District Court Poznan- Nowe Mioste and Wilda in Poznan, VIl Commercial Pivision of the National Court Register
Tax 1D No. 778-00-21-575, Share Capital PLN 6,000,000.00 "
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BIOFARA

Indicator / Specification / Result /
[Toxasuuk Cuenudixanis Pesyantar
Appearance / Omnce Oblong. biconvex. white to creamy | Comply/
tablets, with a score line on a one side / | Bignosinae
ITposoBryBati JBOOTIYKII TabJeTKH, B
GIIOTO 0 KPEMOBOTO KOJILOPY, 3 PHCKOK)
B Ha 0AHOMY Ooui
Mean tablet mass / Cepeust 440.0 mg + 5.0 % (418.0 mg — 462.0 mg) | 439.6 mg

Maca
TabJerKu

/
440,0 mMr £ 5,0 % (418,0 Mr - 462,0 Mr)

(432.0 mg - 444 8
mg)/
439,6 Mr

(432,0 mr — 444.8
MT)

Uniformity of mass /
OpuopigHicTh Macu:

- at least 18 tablets /

- npunaiiMii 18 rabrerok

- at most 2 tablets /
- e 6inpuie 2 Tabnerok

X+50%/X+50%

X +10.0%/X£10,0%

Comply /

Binnosinae

Tablet dimensions / Posmipu
T20JeTRH

- length / nopxnna

- width / mupuHa

143 mm= 0.3 mm/ 14,3 MM £ 0,3 MM
75mm+0.3mm/7,5vmt0,3mm

14.5 mm / 14,5 MM
7.6 mm/ 7,6 MM

Disintegration time /
Yac posnajaHas

< 15 minutes / < 15 xBrumH

5.8 min /
5,8 xBunuH

Identity / Inenrrndixanis
- UV method / YO meront

| - reaction with bromine water /
| peaKiiist 3 GPOMHOIO BOJIOTO

humax = 212 nm and 268 nm, Amin = 237 nm
/
)MMEU(C =712 UM 14 268 HM, )\4,\131-1 =237 HM

Discoloration of bromine water /
3pebappiet st GpoMHOT BOJH

Comply/
Bijrnosinae

Related substances (HPLC) /
Cynposigui

pominxieu (Meto BEPX)

- 3,4,5-trimethoxybenzoic acid /
3,4,5-TpuMerokcubensoiHa
xucnora®*

- single unspecitied impurity /
OIMIHMYHA HEBIAOMA JIOMIIIKA

- total of impurities / cyma
JIOMILIOK

<02%/<02%

<02%/20,2%

<1.0%/<1,0%

0.01 % /0,01 %

< LOQ / muxye
MK BUSIBICHIS

0.01 %/ 0,01 %

Europaan Pharmaceutical Manufacturer

BIOFARM Sp. 2 0.0, Ul

Walbrzyska 13, 60-1
Registration no. GOO0L2050, District Court Pozna
Tax 11 Ne.

98 Poznan, Poland | phone: + 48 61 6651 629| ¢-mail: export@biofarm.pl ] biefarm.eu

578-00-21-575, Share Capital: PLIN 6,000,000.00

owe Miasto and Wilda in Paznan, VIl Commercial Division of the

National Court Register
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(UV method) / Kinbxicne
BH3HAYEHHS

TpuMeOyTHHY MaJjear (Y-
METOJ)

maleate / PozunneHHs
TpuMeOy THHY MaJiearTy

Dissolution of trimebutine

Assay of trin{é utme maleate 2600 mg/tablet £ 5 %

BIOFARA

(190.0 — 210.0) mg/tablet /
200,0 mr/Tabnerky + 5 %
(190,0 — 210,0) mr/rabiaeTky

200.7 mg/tablet/
200,7 Mr/TabieTky §

| Not less than 80%, Q =75.0 %

(30 minutes, 50 rpm) /
He 6inpe 80 %, Q= 75,0 %
(30 xsuiH, S0 06/xB)

Microbiological purity* /
Mixkpo6iojoriuna yuerToTa’

. Total yeasts / moulds count (TYMC) <

“Total aerobic microbial count (TAMC) < |

10° CFU/1 g. / 3arajyibHe 4uCHo aepoOHMX

- MikpoopraHisMis (TAMC) < 10*°KVO/1 .

102 CFU/1 g. / 3aranbHe 9ACIO apimm(g
ra nnichasax  rpudie (TYMC) < 107

KYO/1r.

 Escherichia coli absentin 1 g. /
 Escherichia coli BiIcyTHICTb B 1 7.

- Uniformity of dosage units
' (based on mass variation) /
 OpHopinHicTH 1030BAHNX
oMHING (METOJ BIIXHIICHHS
MAaCH)

Acceptance value (AV) = 15,0 (Level 1)

- Acceptance value (AV) = 25,0 (Level 2)

- The requirements for dosage uniformity are met if

the acceptance value of the first 10 dosage units is
less than or equal to L1, If the acceptance value is
greater than L1, test the next 20 dosage units and
calculate the acceptance value. The requirements
are met if the final acceptance value of the 30
dosage units is less than or equal to L1 and no
individual content of the dosage unit is less then
(1 - 25,0 x 0,01)M nor greater than (1 + 25,0 x
0,00M./

Koepiuient npuitnstHocti (AV) = 15,0
| (Pigensb 1)
- Koediuient npuitasTHOCTL (AV) = 25,0
- (Pisens 2)
| Koediuient npuitasraocti (AV) wiA 10 oauHuIb

mac 6yru menwe abo AopiBHIOBATH 15,0. Sxwo
npuitMaibHe  THCNO Ginpe 15,0, NOCIIDKYWOTh
me 20 [O30BAaHUX OJMHAUL i PO3PAX0BYIOTH

- Koedinient npuitnaTHocTi. KinnesuH koediltieHT
. (pHITHATHOCTI, pospaxosannii i3 30 onuHKMUL MAC
- Gyrn menme abo popismosarn 15,0 1 xoaeH
 inauBizyansHnii BMICT Y [o30BaHIft opuHuMLl He

| mac ByTH Menme, iz (1 - 25,0 x 0,01)M i ne
' Ginpme (1+25,0x0,0M.

Friability of uncoated tablets*

|/ CrupanicTs Tabuerox fes
| NOKpHTTH™

<10%/<10%

"% the test.is performed for. ecach. 10" batch or.at.least once.a year,. whichever cames first L.

dnn roocnoi 10-1 cepii abo ooun p%{x’#%’é";f & BRICHCHOENY, BI9 11Q3Q YA (e Hachiae

PIOFARM Sp. 2 0.0, ul. Walbrzyska 13, £0-198 Paznan, Poland | phone: + 48 &1 6651 629] e-mail: export@iofarm, pl | biofarm.eu
Registration no. 00001 2050, District Court Poman- Nowe Miasto and Wilda in Poznan, Vilt Commercial Division of the National Court Register
Tax ID No. 778-00-21-575, Share Capitak PLN 6,000.000.00

SNGEN 05051 o

complies
<10 CFU/1g
<10 CFU/l1g
absentin 1g/

Bingnogijnae
<10KYO/lr
<10KYO/1r

BifcyTHICTB B 1 T

1,9 (Pisens 1)

POGyEaHIA BPOSOORIS ...
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BIOFARA

*%_ 3 4 S-trimethoxybenzoic acid = impurity B. /- 3,4, 5-mpumemoxcuben3oina kucaoma = Somiuka B.

Results completed based on the Quality Control Report No. 42-16241. / Pesyapraru
3aBEPIIEHO HA OCHOBI 3BITY 3 KOHTPOIIO sicoeri Ne 42-16241.

Product comply with the Specification SP/PG/LG-155/UA. / Ilpopykt Biamosizac
Cuenpdiraiii SP/PG/LG-155/UA.

Comments (if any) / KomenTtapi (3a HAMBHOCTI):

Batch meets requirements of QCM for MA Ne UA/20625/01/01. / Cepist BinnoBiae BUMOTraM MKt
no PIT Ne UA/20625/01/01.

Packing, labeling and expiry date correspond to the requirements of QCM. / llaxysauus,
MApPKyBAHHS T4 TEPMiH NPHAATHOCTI BiANOBIAAIOTH BAMOIaM MKSL.

Storage / Ymosu 36epiranns: Store at a temperature below 30 °C. Store in original packaging to
protect from moisture. / RGepiraty 1pd TEMIEPaTypl HE BULIC 300 C. 36epirati B OpHriHaIbHIA
VIIAKOBI( /ISt 3aXKCTY Bi| BOJIOTH.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packing, labeling and quality control at the above-
mentioned site in full compliance with the EU GMP requirements assigned by the local health
authority and also in accordance with specification of registration documentation approved in
Ukraine for medicinal product. Batch manufacturing, packaging and analysis records were reviewed
and found to be in compliance with GMP requirements and were signed by the responsible persons
of the above-mentioned manufacturer. / 1lum 4 MiITBEPIKYIO, 110 HABEJCHA BUIIC indopmanis €
nocrosipEo0 Ta TouHow. L cepis mpoAyKiii Oyna BHIOTOBJICHA, BKIOUHO naKysagHs,
MAPKYBaHHS T8 KOHTPOIlb aKOCTI Ha sasHaueHiii BUpOOHHUId JATpHMII Y TOBHIM BINUIOBIAHOCTI 3
spMoramp EU GMP, BeranoriieHiMA MICUCBHM DPErYJSTOPHEM OpPraHoM, a TaKoxX BiANOBIAHO 1O
crieumikaniii, mo MICTATLCS B peccTpalifHoOMy JOCHE, 3aTBCPIDKCHOMY B Vxpaiui st JIKapepKoro
acoGy. TlpoTokomu BHPOGHHUTBA, NaKyBaHid Ta KOHTPOJIEO  AKOCTI  Oynn nepenipedi Ta
BCTANOBNEHO BiANOB mHicTh BuMoram GMP Ta [JIHCARO BUINOBI NATbHAME 0c00aMHu BHPOOHHKA.

Name and position of the person issuing the batch release / TTIB 1a mocaga 0co0H, o BIAIOBIAE 34

BUITYCK COPITE oo _ ) S
misc Marta Szymanska X
i i ;’\ ! 1 . ‘,./’
Signature, stamp: / Ilixnuc, nevarka: Mgl e
QUALIFIED PERSON
oD Y

Date / Jlata:

European Pharmaceutical Manufacturer

o. . ul. Walbrzyska 13, 60-198 Paznan, Poland | phene: + 48 61 6651 6729 e-mail ex. rt@hiofarm.pl | biofarmn.ey ~
2050, District Caurt Poznan- Nowe Miasto and Wilda in Poznan. VIl Commercial Division of the National Court Register
Tax 1D No. 778-00-21-575, Sharé Capital: PLN 6,000,000.00 Page 4 of 4
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