IAEPXKABHA CIAVKBA 3 JIKAPCBKHAX 3AC OBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN Y KHIiBCBKIN OBJIACTI

npos. Ceirmranoi Hanif, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dis.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
PO AKICTh BBE3eHOT0 B YKpaiHy Jikapchkoro 3acoby

24.10.2023 Ne 51462/23/10

YJABTPEKC
(naiivenypasHa mixapepkoro sacoBy ariauo 3 peecTpaniitame NIOCBLTICHHAM)
Kamcy/u 1o 300 mr; o 8 xancys y Gaictepi; mo 2 Gaicrepn y xapTonmiit kopoGuj
{hopsa punycky, RO3YRAHAN, BH NAKYBAHHA NiKADCHKOTO sacody)

&
Homep peccipanifinoro nocaiguerma UA/14647/01/02 crpox aii peecrpaniitroro moceiguenns 01.01.2099

Cepis nixapcsxoro zacofy Ne 232222 Kinbkicrs BBE36HOTO AiKapcrkoro 3acoby 3500
BrpobruK Pisodapm CA, Iseiinapis
(HafiMeliyBanna supobuika Mikaperkoro sacoby, Kpaina NOXOTKEHHE)
Beeseno B Yipainy CoitbHe yKpaiRCHKO-eCTORChKE HIANPHEMCTBO Y (opMi TOBApHCTEA
3 00MeKen o0 BianoBigaabHiCcTIO "Onrima-®apm, JITA", inent. xon;
21642228

(mafiMenyBaima Ta ko 32 €IPIIOY ropiptrmol ocobu afio opizpme, IM'A, 110 GATBKOB] rizsranol
ocobH - manpresud, il Micue npoxiBaEEA T2 peecTpauiinimit HoMmep ofnixopol KapTkH NAATHAKE.
noaarkis 260 cepiz Ta HoMep HacropTa)

Iporoxon eisyansuore kourposio ein 24,10.2023 Ne 3304/27.

Ja  pesynbTaTaMli EEPRABHOTO KOMTPOMIO ECTAHOBAEHO, WO MikapehKM 3aci0 BBezeHo B Yxpaigy 3
AOTPHMAHHAM suMor 3aK0HOJABCTEA 00 3a0E3TIEYEHHS KKOCTI JAiKapCEEHX 3ac00iE.




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT N. 13478/A
CEPTHA®IKAT SKOCTI CEPII JIKAPCBHKOT'O 3ACOBY N. 13478/A

- Name of product / Hazsa DPONYKTY ULTREX, 300 mg capsules Ne 16 (2x8) in
(strength, dosage form, package size and type | blisters in boxes/YABTPEKC xancysa xo 300
! posysamns, xikapcska Gopma, posmip i T | mr Ne 16 (8x2) B Gxicrepi
| YOAKOBKH) e | _
Manufacturing country / kpaisa-sEpobrmK | Switzerland / NiBedinapis L
MA number / HomepPII . UA/14647/01/02 __
Batch “number and size / Homep cepu Ta | 232222 |
posmip 22871 packs/ YOAKOBOK _
Date of manufacture { Tara Bnpoﬁﬂﬂmﬂa 062023
Expiry date / Tepwmin npeiarsocri 06.2026 _ . |
Name, address and license number of 'Rivopharm SA, Centro Insema, 6928 Manno,
‘manufacturing site / Hassa, apeca 1a Homep | Switzerland - ML Ne 511351 — 102608771 /
| mimensil prrpobraaol mimsaei Pivodapm CA, Denrpo Imcema, 6928 Masro,

IIsefinapis - Jlimemsziz Ha BEpobHumTBe Ne
1511351 — 102608771

TESTS /IOKASHMKH | SPECIFICATIONS /TRESULTS /
|"JKOCTTT 0000 . | CHEITAGIKAIS | PE3VILTATH

| Description / Ormac*** Hatd gelatine white-white capsules; | Complies / Bimmosinae
size Qel. Capsules contain. white
| alline powder ‘with marking
"‘CLIN 300" / Teepmi =emarmHOBi
| Kameynd  OuIoro Koneopy posMipoM.
- | Oel, 3 Bamucom «CLIN 300». Bumicr
| xameyma:  6Ginm#  xpucraTiTRmE
,_5 _ __| moponrox

Identification of Complies (HPLC + UV) / Bu.u:[oBmae Complies / Bimoginae
 Clindamycin | (BEPX, V) |
f]',uemc]:manm

Identxﬁcatmn of Titaniom Complies / Bin;uoai,ttée; Complies / Bizxosinae

i Inenmd)mam Tarany
| MoxcHxy

| Average tablet " mass | 650.0 mg + 7.5% (601 25 mg —~ 698, 75 652.84 mg fur

(powder) me) / 650.0 M + 7.5% (601.25 s —
| / Cepexna maca (mopomox) | 698.75 mr)

RIVOPHARM SA
Pharmaceutical Laboratories .
6928 Manno - Switzerland - Tel.: +41 (0)91 611 93 88 - Fax: +41 QARRYS§




~ Disintégration / | <15 minutes / < 15 xewmm | Not performed /
| Posmaxawas P ‘| He npoponuscs
{"Uniformity of dosage units | Acceptance value AYS;..IS.O . 132AV
| (mass variation) / Yipadimarsne ameno AV < 15,0
| / OxmopinedcTs fo30BaHAX
[ omemmms (Bapianix macw) A
\ Dissolution / Poswamexaa** Q=80% (after. 15 mmutes 3‘* S%) ! Not performed /
- y Q?EG% (micns 15 xBoms > 35%) ,,,,, He nposoamses
| Assayof Clindamycin (by | 285.0mg-315.0mg/285.0r- | 293.9mg/mr
HPLC)/ 315.0Mx | 98.0%
1 Kinskicae BR3gaveHs 95.0%-105.0% ?'

.Related substances (by | Bach unknown S 0.13%. f Koxua | <0.05%
| HPLC)/ | meBm3pavena pomMimxka <0.13% |
! Cynyrsi gominen (veron | Total (known & unknown) < 6.0% /| 1.5%
'BEPX) Saransamit BMICT JOMIDTOX
. (BE3HaveRwX i RepmIRaverwx) < 6.0%

' Microbiological purity* /| TAMC (sarameme wacmo aepobmmx | < 100 CFUfg / Mermme
| MixpoGionoriana amcrora* | mixpoopramismis): NMT 10° CFU/g | 100 KYO/r

I (e 6imerme 10° KVO/t) | |
TYMC (zararmsme waono apisgoxosms i | < 100 CFU/g / merme
nmicenesmx rpubin); NMT 10° CFU/g | 100 KYO/r

(ze Gonee 102 KVO/r)
Escherichia ¢oli per 1 g Absent /| Absent/ sigcyTmi
BIACY THA

| 'Watex_-f; 'content / Bmm:nonn <7.0% Complies -'{.;B_'gmoainae

* The test will be carried out only on the first 3 industrial batches, and then on every tenth batch at
least onc¢e a year. / Kompom. byxe UPOBOIATACS. JIATIe He UEePIIFX 3 [POMECHOBEX Cepiax, 4 HoTiM
Ha ROxuil necsril cepil monativenme pas Ha pix.

** This test will only be performed on validation batches at the time of release and during the stability
study. This test will be: changed into disintegration when the trading batches are issued, when the
result of the disintegration test is less than 10 minutes. If the result of the disintegration test is in the
range of 10-15 minutes, 2 dissclution test should be performed on the batch release, in order to ensure
compliance with the specification. / e xomrpons 6yae nposeneHo Jmme Ha Banmamﬁtﬁﬁx cepisx

I 9ac BAIYCKY Ta IPOTATOM HOCHIpReHRS crabimsrocTi. Jlanui recr 6yze sMireno Ha po3TaaEEs

TpA BEIIYCKY TOProBEX Cepil, kxonm Pe3yNBTar TECTY po3masaEHs Merme Hix 10 xswmms. Sxmo

PE3YIBTAT TECTY po3laNanny B Alanasoni 10-15 xsmmas, Tect postanenns Mac Syra NpoBeACHH Ha
BREITYCK Cepil, 3 METO 3abe3neyenns XOTpEMarHES crrempdixarii.

s ThlS testis described in the speaclﬁcanon only for tha release of trading/s %nﬁ’ QreRgrimental

RIVOPHARM SA_ ;
Pharmaceutical Laboratories \ <
6928 Manno - Switzerland - Tel: +41 (6)91 611 98 88 - Fax: +41 \

site: www.rivopharm.ch




When making any changes to Ph. Bur., it is necessary to update the specification from the moment
the new monographs have entered into. force, / Iipet BEeceHEi Oyms-sxpx 3Min 10 €ep.PapM.
He00XixHo opoBATY crenmbixaniio 3 MOMEHTY BCTYIY B CHIY HOBEX MoHorpadii.

The batch meets the requirements of QCM for MA Ne UA/14647/01/02 / Cepis Bizmoriae
savoram MEST xo PIT Ne UA/14647/01/02.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Avuthority and with the specifications
in the Marketing Authorization of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP'/ Liam 5 mimrsepmyio, mo
BHEICHABeeHa iHhopMania €. gocrosiproro Ta TowEOR. 1% cepix mponyxmil.Gyna BuTOTORICHA
(BKIXO9ArOYH YHAKOBKY/MAPKYSaHHS), i KOBTPONS SXOCT MpoBeNeruit Ha 3a3HaTcHil BEPOOHAYIHA
ATEH Y noBEi# BifmoRimEOCT] KO BMor GMP, BCTaHOBNEHHX MiCIEEIM PEryIITOPHIM OpPrasoM,
4 TaKoXK BinmoBinEo Ko cnemudixanii so PII ma npemapar. TlpoToxoms BEpoGETITTE, YIAKORKH Ta
ananisy 6yl HeperaayTi Ta BCTAHORNERO BioBiNHiCTE BrMoraM GMP.

Compiled by / IfizroTosneno Tssued by / 3atepmKero
QP Asmtant/ Konrpons <
Elisabetta Vallone / Egfaat

Qualified Person / Viosropaxera ocoba:
fa Bannoge Daniele Casale / Namiene Yaggfe

Date / Tata: 07.08.2025

Date / Jara:07.08.2083”

RIVOPHARM SA
Pharmaceutical Laboratories
@jjzerland - Tel.: +41 (0)91 611 98 88 - Fax: +41 (0391 605 66 66 - Web
site: www.rivopharm.ch




