NEPKABHA CJIVXKBA 3 IIKAPCbKAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMH y m. KHEBI
npos. Hanii Ceitinunof, 3, 02099, Tes. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €EAPIIOY 37079055
BHCHOBOK S
| Npo SKiCTH BBe3eHOro B YKpaiHy JiikapebKoro 3acody it
109.01.2024 - 59024126

OPIIUIIOJI

(HafiMeHyYBaHHS TIKapCchKOro 3aco6y 3rilHO 3 peecTpauifHuM TIOCBIAMCHHAM)
Ta0JeTKH, BKPUTI IJIiBKOBOIO 060101K010; Mo 10 Tabaerox y Oaicrepi; mo 1 Oaicrepy B
KapTOHHIH yNAKOBUi

R
i

(dbopma BHIyCKY, N03yBaHHA, BHA NaKyBaHHA NiKapCEKOro 3acoby)

Homep peectpauititoro nocsiauenns UA/11221/01/01 erpox aif peectpauiiitoro nocsiguenys HEOOMEXEHHH

Cepis nikapcbkoro 3acofy Ne 0126 KinbkicTh BBE3€HOrO Nikapchkoro 3acoby 33620
BHpOGHHK ; JIABOPATOPIS] BEWII-KPEAT, ®panuis |
: (HaiMeHyBaHHA BHPOOHHKE NiKApCHKOro 3aco0y, KpaiHa MOXOMKEHHSA)
Bee3eno B Yxpainy ToBapucTBo 3 06Mexenolo Binnosinansuicrio "BJIIYC ®APMA"Y,
izenT, kon: 43821180

(HafiMenyBanns Ta koA 3a €IPTIOY JopuIM4HOT 0cob1 260 NPI3BHILIE, iM'A, N0 6aTEKOBI (i3HHOT
0co6H - NiAnpHeMLS, I Micle NPoXXHBAHHS Ta peecTpauliiiEui HoMep 0GNIKOBOY KaPTKH NNaTHHKA
noxarkis abo cepifa Ta HOMEp MACNOPTA)

TMpoTtokoa Bisyaasnoro xontpomto sia 09.01.2024 e 3/1.

3a pesyabraTaMd JACpPXKABHOIO KOHTPOJII0 BCTAHOBJICHO, MU0 nikapcekuii  3acib BBe3eHO B YKpaiHy 3

JAOTPHUMAHHSM _BUMQL 3aKOHO/ABCTBA 100 3a0e3neteHHs AKOCTI Jiika /ERHX 3aco0is, r
Muxona XOQJIOAEHKO
fﬁﬁ:mc) (iiiiuiaaﬁ Ta NpizBrLLe)




Manufuctured by LABORATOIRE BAILLY-CREAT

» i, LABORATOIRE Location: Chemin de Nuisement, Lieu-dit lesISGArpents,VERNO JIET,
e BAILLY-CRERT 28500, France o e O
‘ T w License: Ne MM 17/245

BupoGneno: JABOPATOPISA BEWJII-KPEAT
Micuesuaxomrenus: Iiven ge Hyiamer, Jpito-at e 150 ’ApneH_,_'_- BEPHYﬁE.‘,

28500, Tpapmis
Jirensia: Ne MM 17/245
o, CERTIFICATE OF ANALYSIS No.40000025004 o o
N CEPTH®IKAT AKOCTIT R RS
. Product name: ORCIPOL ol -
- Hazsa npodyxmy: OPHHITON __ __ gow e . Hoa o g
- -Pharmaceutical form, film coated tablets, 10 tablets in blister, 1 blister together with-a leaflet in a carton
- . . package type and size: box - | | |
« -1 Jikapeexa hopma, munma  mabnepiku, expumi nniexoeoio obomouxoio, no 10 mabremox y Gnicmepi, no I
| POIMIP Yynaxoexu: Gricmepy pasom 3 HCIMPYKYIEI) DIR MeOUNHO20 3GCIMOCYBANNA Y KAPMONHIN KopoGyl
- Dosage /potency: ciprofloxacin (in the form of ciprofloxacin hydrochloride) 500 mg, -
- Hozdd cuna dit: ornidazole 500 mg | | o N
AT yunpognoxcayury (y opmi yunpodrarcayuny zidpoxnopudy) 500 Mz ma -
| opridasony 500 mez
Registration certificate:
Peecmpayiiine UA/11221/01/01
NOCGIOYeHHS.
Barch no.: -
Ne cepit: 0126
Batch size: 33 675 packages/
Posadp cepit: packages/ynaxosox
Manufacture date: |
Hama supobruymea: 09.2023
Dxpiry date: L 09.2026
epMIH HPUCAMHOCI]
TEST . SPECIFICATION RESULT
.. Hoxrasnyxu sxocmi Hopmyesanns Pesynomam
Description From pale yellow till yellow coloured, caplet shaped film| Conform
oated tablets with “ORCP” embossed on one side and line -
Onugc: on the other side Bidnogioae
Kancynoncoibrnol hopmu mabnemiy, expumi nnigkogorw
Gononxomw, 6i0 brido-5coemozo Do JHo8MO26 KORBOPY 3 o
ycHernam "ORCP” 3 0onozo Boxy ma pucroio 3 iniiozo, |
Identification
Doenmudpixayin .
- ciprofloxacin | The refention times of the principal peaks in the | Conform
- yunpogoxcayuny | chromatogram of the sample solution correspond to that
- ornidazole in the chromatogram of the standard solution, as

obtained in the assay. | Bidnosioae
Hac ympumanns ocHOsHUX nikie HA Xpomamozpami
OOCRICDICYBAR020 POIYUKY MOBUHHI 6iOnosidamu maxum |
HQ  XPpOMAMOozpami CmManoapmro20 pO3YUHY 6 Xx00i
KITbKICHOZ0 GUINANEHHS

~ OpHIOazony

- titanium dioxide An orange yellow colour is produced. Conform
- mumany dioxcudy 3 ‘A8RAEMBCR NOMAPANYESO - dicosme 3abapenenti Bionogidae
- iron oxide yellow An intese blues coloured precipitate is produced which | Conform
. is insoluble in dilute hydrochloric acid |
- oKCUD 3anisn sicoamuil Ymeoproemocs ocad  sackpaso-bnaxumnozo xomwopy, | Bidnoeidae.
. | HEpOIUUHHUN 6 poseederiil xnopucmosodreail rucnomi
Disintegration %30 min. in water at 37 °C+2 °C S min (x 6.)
Posnadanns <30 x8. y 800i npu 37 °C+2 °C PR
Uniformity of dosage |
units L1 <15 %; L1=2.8
Odnopionicme oozosanux | L2 <25% L2=3.8
OOUHULD
Dissplution _
T 1
,’7 _f’f
FDY ey /e
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Manufactured by LABORATOIRE BAILLY-CREAT

Location: Chemin de Nuisement, Licu-dit les 150 Arpents, VERNOUILLET,

28500, France
License: Noe MM 17/245

Bupobaeno: JABOPATOPIS BEMJII-KPEAT |
Micuesnaxomkenss: lven ae Hyismen, Jlsto-ni ne 150 Apnex, BEPHVHE,

28500, Opastis
Jinensia: Ne MM 17/245
TEST SPECIFICATION RESULT
Horasnuxu axocmi Hopmysanun Pesyromem
| Pozuunenus | | -
| ='ciprofloxacin 2 75.0 % (Q) of the label claim in 45 min. 102 % |
| - yunpognoxcayuny 2 75.0 % (Q)) 6id sanenenol kinoroemi 45 xe.
-~ ornidazole > 75.0 % (Q) of the label claim in 45 min. 99 %, -
' - opuidazony 2 73.0 % (Q) 6id sanenenol xinsxocmi 45 xe.
| Assay T

| Kinpricne eusnavenns

© | ~ iprofioxacin

| = yuhpoghnorxcayuny
- orunidazole
~ OpHioasony

475.00-525.00 mg/tabl. (95-105 %)
475.00-525,00 m2/mabin.. (95-105 %)

475.00-525.00 mg/tabl. (95-105 %)

204.93 mg/ tabl,, 101 %
504,93 mz/ mabn., 101 %

486.89 mg/ tabl,, 974 %. -
486.89 mz/ mabn., 97.4 %

Related substances
Cynpogioni domiwuxu
ciprofloxacin
YURPpOPROKEayuny
inipurity C
domiuixa C
max, individual unknown
impurity
MAKC. IHOUGIOYARbHA
Hésidoma domiuira
total impurities
CYyMa OOMII 0K
ornidazole
OpHica3ony
2-methyl-S-nitroimidazole
- 2-memun-5-nimpoimidazon
max. individual unknown
impurity
maxc. indugioyansna
negidoma domiuxa
total impurities
CYMa domiuiox

475.00-525.00 mz/mabn.. (95-105 %)

<05% -
<0.1%

<05%

0.1 %
0.1 %

Conform
Bi@noefc}'ge

=0.1%.

<0.5%

<0.5%

<0.1%

0.1 %

Conform

Residual solvent
anuukosi posuunnuxuy

- isopropyl alcohol

- 30RPORWI0G020 CRupmy
- dichloromethane

- OUXNIOPMEMAHY

< 5000 ppm
<600 ppm

Bianaeidqe.

220 ppm.
16 ppm

Microbiological purity:
Mixpobionoziuna vucmoma
— total yeast/moulds count
ame

- 342QNBHA KibKICMY
Opiscdxcoeux ma
naicuaswx 2pubie (TYMC)

< 102CFU/
<102 K¥0/ 2




" (packaging/labe

. 8ucomoenend (8KNONAIOYYR NARYEANHS [ MAPKYEANHS

Manufactured by LABORATOIRE BAILLY-CREAT
LABOBATGIAE Location: Chemin de Nuisement; Lieu-dit les 150 Arpents, VERNOUILLET,

BAILLY-CRENT | 28500, France

License: Ne MM 17/245

Bupofineno: JABOPATOPIA BEU-KPEAT
Micnesnaxomxertn: [limen ae Hyismer, Jsko-ni ne 150 Apner, BEPHYHE,
28500, Dpanis R e
Jlirrenzig: Ne MM 17/245

- Ido:hereby -(:eﬂ%tkat the abovementioned data are frustworthy and accurate. This product batch is manufactured
ng included) under the quality control on the abovementioned manufucturing site in Jull
| caf:fg?rmiliy with the GMP yequiremients, established by. the re gulat_(}_ry agency of France as well as with the
specification and control methods of the analytic-normative documentation, registered in Ukraine. The protocols of

- manufacture, gzackaging and analysis are reviewed; conformity with the GMP is established, _
Lum = -3aceiouyio, wo nepepaxoeand euwe in@opmayis € Oocmosiproro i mouwnowo. LR cepin npoQyKryil oyia
_ ' ' )p 3 NPOGEOCHHIM KOHMPONIO. AKOCI HA BULYEBKASANTU GUPOBHUNTT
Oinvhuyi @ nosHit 8idnosionoemi 3 eumozamu GMP, scmanoanenmu RZVAAMOPHUM OP2OHOM ?mulﬁ A MaAKOHE )

ﬂ\ﬂé}' ¥

- 8ionogionocmi 31 cheyupirayicio i Memodamu KOHMPORIO AKOCHT ), 3apeecmposarumy 6 Yxpaiui. Ipomoxonu. -
8UPOBHUYMEa, ynaxosku ma awanisie bynu nepeznamymi ma 6CMaHoGNERO 8ionosionicms GMP., - |

% Surname and position of person, approving batch release to market Head of Quality Control: A. OGNIER

" Ipisewe ma nocada/ zeanns ocobu, axa eudaia 0038in Havanenux 6iodiny xkowmpoiio Axocmi;
Ha BURYCK Ccepii | A OHKE
Signature and date, stamp

{lionue ma oama nidnucanns, hevamxa/wmamn ~ 29.09.2023

L ABORATCIRE BAILLY-CREAT
Cremin dB nNulsamant
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