JEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJUIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Csitnuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €/IPTIOY 37079055

BUCHOBOK
npo SIKiCTb BBE3eHOro B Y KpaiHy JiKapchKOro 3aco0y

10.11.2025 Ne 56033/25/26

VIBTPEKC
(HafiMeHyBaHHs flikapcLkoro 3acofy 3riHo 3 peecTpauifiHuM MOCBiT4EHHAM)
kancyaun no 300 mr no 8 kancyay aicrepi; no 2 Gaicrepu y KapTOHHIH KopoOLi
(dopMa BHMyCKY, 103YBaHHS, BHI NaKyBaHHA nikapcekoro 3acoby)

Howmep peeetpauitinoro nocsinuenns UA/1 4647/01/02 crpok aii peecTpauifHOro NocBia4YeHHs HEOOMEKECHUH
Cepis nikapcwkoro 3acoby Ne 252247 KinbkicTs BBE3€HOrO Nikapchkoro 3acody 2240

Bupo6Huk Pisodapm CA, IlIpeiinapis

(HaiiMeHyBaHHsA BUPOOHHKA NIKAPCHKOro 3acoBy, KpaiHa MOXOKEHH)

CrisibHe yKpaiHChKO0-eCTOHChKE MANPHEMCTBO Y dbopmi ToBapucTBa
Bee3eHo B YKpailHy 3 oGMelkeHoI0 Bianosinaapuictio "OnTiva-Papm, JIT/1", inenT. xon:

21642228

(sadimenysanns Ta kon 3a E[IPIIOY topuanEHOi ocoGu abo npizBuuLe, im'st, no GarbkoBi diznunoi

ocolu - nianpueMus, il MicLe NPOXHBAHHS Ta peecTpauiiinuii HoMeEp 06n1ikoBOT KAPTKY MATHHKA
nojatkis abo cepisl Ta HOMep nacnopra)

TIpoTOKOJ Bi3yaJbHOr0 KOHTPOIO Bi 10.11.2025 Ne 4225/01.10-25/33.

3a pe3ynbTaTamMul JEPKABHOTO KOHTPOJIO  BCTAHOBICHO, mo nixapcubkuii 3acib BBe3eHO B Vkpainy 3

JOTPHUMAHHAM BuMOr 3aKOHOAABCTBRA 00 3abe3neYeHHs saKocTi NigapPcbkux 3acobis.

HauansHUK Mukonxa XOJIOJIEHKO

(miznuc) (imiuianu Ta npispuLIE)

e
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Rivopharm

BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT
CEPTU®IKAT SIKOCTI CEPII JIIKAPCHLKOI'O 3ACOBY

Name of product / Hazpa npoaykry

(strength, dosage form, package size and type
/ mo3ysaHus, Jikapcbka Gopma, po3Mip 1 THN

YHaKOBKH)

ULTREX, 300 mg capsules, 8 capsules in a blister;
2 blisters in a carton with labelling in Ukrainian /
VYIABTPEKC kancynu no 300 mr, o 8 xancyn y
Giicrepi; mo 2 GricTepuw y KapTOHHIH kopobui 3
MapKyBaHHAM YKpPaiHCBKOIO MOBOIO

Active substance / mitoua pe4oBMHa

Clindamycin / xiisxaMilue

Manufacturing country / xpaina~-BupoOHHK

Switzerland / [Lseiiapis

MA number / Homep PTI UUA/14647/01/02

Batch number and size / Homep cepii Tta | 252247

po3mip 22820 packs/ yrakoBox
Date of manufacture / Jata BupoGHuULITBA 09.2025

Expiry date / TepMmin npuraTHOCTi 09.2028

Name, address and authorization number of
manufacturing site / Hassa, ajpeca ta HoMep

JineHsii BUpoGHUYOL TiNbHUIL

Rivopharm SA, Centro Insema, 6928 Manno,
Switzerland /

Pisopapm CA, Leutpo Incema, 6928 Manno,
HIse#napis

Manufacturing authorization /

Jlinensis na BapobuunTeo Ne 511351 — 102608771

TESTS /MTIOKASHHUKH SPECIFICATIONS /| RESULTS/
SIKOCTI CHEIMOIKAITIS PE3YJILTATHU
Description / Onne*** Hard gelatin white-white capsules, size Oel, | Complies /
imprinted with “CLIN 300” and filled with | Binmosinae
white crystalline powder / Trepmi
JKENATHHOBI Kancyny OiIoro Komeopy
posmipom Oel, 3 wagnucom «CLIN 300».
Bwmict kanmcymu: Ol xpucramivHui
MOPOLIOK
Identification of Complies (HPLC, UV) / Biznosizae | Complies/
Clindamycin (BEPX, YO) Binnosinae
/ Tnenrudicanis
Kainpamiouny

RIVOPHARM SA
Pharmaceutical Laboratories
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Identification of Titanium
dioxide/

Incnrndikauin Tarany
HIOKCULY

Complies / Bignosinae

Complies /
Biagnoainae

Average tablet
(powder)

/ Cepennst maca (NOpoONIOK)

mass

650.0 mg + 7.5% (601.25 mg — 698.75 mg)
/ 650.0 Mr + 7.5% (601.25 mr — 698.75 mr)

650.40 mg / mr

Disintegration /
Pos3nagauusn

< 15 minutes / < 15 xsunus

3 min / min

Uniformity of dosage units | Acceptance value AV <15.0 1.0 AV

(mass variation) / Tlpwivansae uucno AV < 15,0

/ OnuopinyicTh Xo30BABMX

oqHHHIE (Bapianis Mach)

Dissolution** / Q=80% (after 15 minutes > 85%) / Q=80% | Not performed /

Pozunnennn** (ricns 15 xBunme > 85%) He npoBouBest
Assay of Clindamycin (by 285.0 mg - 315.0 mg /285.0 mr -315.0 mr
HPLC) / 95.0% - 105.0% 297.4 mg/ mr
Kinbxicse BuzHavenss 99.1%
Kaianamiouay (Meron
BEPX)
Related substances (by Each unknown impurity < 0.13% / Koxua <0.05%
HPLC)/ Hepp3Havena goMinrka < 0.13%
CynyTHi foMimKu (MeTox Total (known & unknown) impurities < 1.5%
BEPX) 6.0% / 3aranpHui BMICT JOMIIIOK
(BusHaueHnx i nepnsnauennx) < 6.0%
Microbiological purity* /| TAMC (Total Aerobic Microbial Count): | Not performed / He
Mixpo6ionoriuna unerora* | NMT 10° CFU/g / IIPOBOIHIICS
TAMC  (3arampie 4ucio  aepoOHHX
Mixpooprauismip): re 6imsme 10° KYO/r | Not performed / He
TYMC (Total Yeast and Mold Count): | npoBoauics
NMT 10* CFU/g/
TYMC (zaranpHe €HCIO APLKIKOBHX i
ruticesesux  rpubis): (me Gimeme 10% | Not performed / He
K¥YO/r) TIPOBOJFLICS
Escherichia coli per 1 g: Absent / BizcyTas
Water content / Bmicer sogu | <7.0% 4.8%
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* The test will be carried out only on the first 3 industrial batches, and then on every tenth batch
at least once a year. / Kortpons 0yzne 1poBOAMTHCS JIMIIE Ha EPIUUX 3 IIPOMUCIOBHUX CEPIsX,
a MOTIM Ha KOXHIM jecsTiit cepil moxaitMennie pa3 Ha pik.

** This test will be performed only on validation batches at the time of release and during the
stability study. This test will be changed to disintegration when releasing trading batches in
case

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, a dissolution test should be performed on the batch release, in
order to ensure compliance with the specification. / Lle#t konrposs 6yne nposeneno guiue Ha
BaNAAUIHHUX Cepix MiJ 4ac BHUYCKY Ta HPOTSIoM jocniypkerns crabummrocri. Jlaunit recr
6yne 3MiHEHO Ha pO3TaJaHHs [IPY BUITYCKY TOPTOBHX CEpiii, KONM pe3yIbTaT TECTY PO3NalaHHsI
MmeHme Hbx 10 xBropi. SIKoio pes3yasTar TecTy posnajauHs B mianazoui 10-15 xBummn, Tect
po3uyuHeHHs Mae OyTH NPOBEHNCHMI HA BUIYCK Cepilf, 3 METOo 3abe3nedyeHHss JOTPUMAaHHs
crerugpixaii.

experimental batches, the specification states “Hard gelatine white-white capsules, size Oel,
filled with white crystalline powder. / Jlauuii moxa3HuK OnucyeThest B crienudikami Jume Jis
BHILYCKY TOproBux cepiit. [ns nocmigaux cepiii B cnenudikanii sBkazano « TBepai xelaTHHOBI
Karcyiy, 6iroro xonsopy posmipom Oel, BMicT xancyn: 6inmuit KpucTasiyauil OpoLIoK».

When making any changes to Ph. Eur., it is necessary to update the specification from the
moment the new monographs have entered into force. / IIpu BHeceHHI OyAb-KHX 3MIH 1O
€ap.Dapm. HeoOXIIHO OHOBUTH CEeM(IKAUII0 3 MOMEHTY BCTYILY B CHJlY HOBUX MOHOIpadiii.

The batch meets the requirements of QCM for MA Ne UA/14647/01/02 / Cepist Bigmosijae
sumoram MIC o PIT Ne UA/14647/01/02.

The packaging, labelling and expiry date meet the requirements of QCM / Vnaxoska,
MapKyBaHHs Ta TePMiH MPUIATHOCTI BiAnoBinaioTh BuMoraM MK,

Storage conditions: Keep out of the reach of children in the original packaging at a temperature
below 25 °C. / ¥Ymosxu 36epiranns: 36epirati B OpUriHaJIBHIN yaKoBOi IpH TeMIEPaTypi He
Buie 25 °C y HellocTyImHOMY JUlsl JiTed MicHi.

1 hereby certify that the above information is authentic and accurate. This batch of products has
been manufactured, including packaging/labelling and quality control at the above-mentioned

RIVOPHARM SA
Pharmaceutical Laboratories

6928 Manno - Switzerland - Tel.: +41 (0)31 611 98 88 - Fax: +41 (0)31 605 66 66 - Web site:
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Rivopharm

site in full compliance with the GMP requirements assigned by the local Regulatory Authority
and also with the specifications for the Marketing Authorization of medicinal product. The
manufacturing records, as well as packaging and analysis, were reviewed and found to be in
compliance with GMP requirements./ Ilim 51 miaTBepKyto, 0 BALUEHABEAEHA iHdOpMALLis €
HOCTOBIPHOIO Ta TO4HOI. Llg cepis npoxyxkmii 6yna BHTOTOBJNEHA (BKIIOUAOUY
YIMaKOBKY/MApKyBaHHsA), i KOHTPOJIb SIKOCTI IPOBENEHMHI Ha 3a3HadYeH it BUPOGHMYIH AipHHLI
y NOBHi# BiamosigHocTi 1o BuMor GMP, BCTAHOBIEHUX MICHEBHAM PEryJSITOPHUM OPraHOM, a
TaKkoX BinmosigHo 1o cuenudikauii o PII na npenapar. [IpoToxosu BUpOGHHITEA, YIAKOBKH
Ta aHaJ3K OynH MEePEersIHyTi Ta BCTAHOBJIEHO BiMIOBiAHICTL BuMoraM GMP.

Compiled by / Iligrorosneno Approved by / 3aTBepkero

QP Assistant / KoHTpoJib KOCTI: Qualified Person / YnosHosaxena
ocoba:

Elisabetta Vi3a6eTTa Bamone Daniele ll anjene Kasane
Date / Jlara: 10.10.2025 Date / Hata: 10.10.2025
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