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_ . JEPKIIIKCIIYXBA
JTEPKABHA CJIY}KBA.B'JIIKAPCI)KHX' BAC.OB-IB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIA OBJACTI
npooneKT'BanepisfJIoGaHoscaKoro, 51, m. Kute, 03110, Ten/dakc: (044) 363-06-50
E-mail: dIs ko@dls.gov.ua,https://www dls.gov.ua, Kon €IPTIOY 37078774

, . BUCHOBOK
npo AKiCTh BBE3eHOro B YKpainy aikapcsKoro sacoby

16.02:2021 . Ne 2093/21/10

OPLIAITOJL

© (nakiMenysaHHR nikapchkoro Jacoly I p0 3.peccTpatintum nqcainqenﬁﬁm) .
TabaeTKH, BKPUTI i1iBKoB0I0 06010HK0K0, 10 10 TabaeTox y faicTepi; no 1 Gaicrepy B
o E : . KApTOHHIN ynakosii

" {thopMa BHITYCKY, A03YBAHHS, BAL NakyBaHis Mikapckkoro 1acoby)
:
.

Homep peeerpauifinoro nocaifenns UA/11221/01/01 crpok aii peectpauiiiHoro nochinuenna 04.07,2021
Cepis nikapeskore sacody Ne 0110 KinbkicTs Bae3eH0ro nikapeakoro sacoby 5002

BupoGriK NABOPATOPUI BEMII-KPEAT-BEPHYHE, dpanris

(RERMEHYBaHHS BUPOGHIKA IKAPCEKOTD 32C00Y, KpaiHa NoXoMKeLHA)

Bseseno 8 Ykpaidy L 'Tonépucrao 3 oBGmeskeno0io BinnosinanpuictTio "BJIYC GAPMAY,
.inenT. won: 43821180

(MaksenyBanss T4 kof 33 €/IPTIOY 1opuanuHoi ocobu abo npisswile, iM'a, no Barekoni hiznunol
0CO0H - HANPHEMLS, il MICLE NPOWHBAHHA Ta peecTPALiAHHA HomMep OGNIKGBOT KAPTKH TUIATEHHER
nogartkia abu cepis Ta HOMEp nacnopTa)

Tiporoxon isyansHoro xontpomio sin 22.01,.2021 N 0143/4.
JlaGopaTopHKH aHani3 sKoCTi nikapeekoro 3acody 3aiiicHenni:

TlaGoparopis hapmakoneiinoro aramisy JTT "Y kpalHChKHIH HayKoBHH papMakoneHHui UCHTP
9KOCTI iXapehKAx 3acoBis” (M.XapKis, Byll. ACTPOHOMIYHA, 33) . "y

(HalMenyRaHHA Ta MIGLESHAXCAKEHHA nafopaTopil. we nposena nafopaTOPHKii ananis akocTi}

BHCHOBOK LIOAO AKOCT] NiKApCKOro 3acoby, Buaanii nabopatopieto BiA 08.02.2021 Ne 104/11421

" PeyseTari NaGopaTOPHOO aHaNIy AKOCTI NiKAPCHKROND 3acofy 3a nepesiperiMy NOKA3H1KaMY BIANOBIAANOTH

BWMOraM METGILIB KOHTPOIMO AXOCTI (RHANITHYHO-HOPMATHEHOT AckymeHTaLit),

3a  pesynsTaTaMi  NSPKABHOO KOHTPOMO  BCTAHOBAEHO, LIO nikapcekui  3aciG  seedeno 8 YKpaiwy 3

AOTPHM § 4MOT 3aK0HDIASCTBA WoRo 3abeineyeHH ocTi AikapchbkHX 3atobis.

Onexciit CONOJIPAN

(idiuiany Ta npizsHe)
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LABORATB!BE

""nuuem Ne MM 17/245

Haseanue npodyKma;
Herapemaenias dopma,
mun 4 pasmep ynax

Cuna detiomeun / axmuignocmb;

OPLII/HIOJI
mabdnemxu,. ROKPEIMINECHOYH DY ‘vbonouxo MI 0; 1o 10 mabnemosx
L Jnucmepe, 1 6aucmep: amcmeauucmpykuueu no meduuuncxamy

2 HEN U0 € KapmorHoli Kopobxe
o¢:¢oxeayun 300 mz;

A 76150 Apneﬂ, BEPHYE‘,:QSSOU;,(Dpaxum

_ opruoasoi 500 me
Cepmugpuxam o pezuempayiiu: UA/11221/01/01
Ne-cepuy: 011
Pasmep cepii: 337767 ynaxosox:
Hama npowsecdemeg: 09:2020
Cpox 209nuocmu do: 109:2023
Xapaxmepucmuxa - ,Honycmumze, y@wcmz ‘ _Pexyivmamil
Onucapmue o Kancynonwmoﬁ Gopmsr TaBperky, noxpmbze Cooteercrayer.
| mneHouwoM obonouKoH; o1 OnenHo-KenToro 1o
HKENTOrO 1BETA - TUCHEHNEM «ORCP». Ha oxmol
L R | ‘eTopokie 1 puckall Ha ApyroH
| Hnewrnpuranus
| - yunpopnoxsayun Bpem YACDAHUBAHMS -OCHOBHBIX HHKOB Ha Cooraeretsyer
= OpHudaIoN | XpoMarorpamme: UCCALNYEMOTO: PACTBOPE: JOMKHO
- COOTBEICIBOBATL: TAKOBKIM Ha XPOMATOTpaMME;
STAHIAPTHOIO PaciRopa B Xome xmmqecmenuoro
_ | onpenenenm : ,
~ mumana Quorcud; xpaumnannc Coorsercrayer
| - okcenes@ oxcud rcenmuil Oﬁpazyewr OCBIOK xpxo-ronyﬁoro igera, | Coorsercrayer
Hepacrsdpnmm B passasneuuoﬁ
. XAOpHCTOBOAOpOIHOR KuDNOTE
{ Pacnapaemocry _| £30mun. B BonE npr37 C£2°€ |3 MuRYTRL
{ ‘OHOPOAHGCTE: nosupoaammx L1<15 s - Li=53
eAHHRLY [2<25% [ L2=23
Pactaopenne ,
- yunpdigaorcan 2 75,0 %-(Q) or saspnensoro konuucersa epes | 97 %
| 45 mMun.
- oprudason [2 75,0 % (Q) ot sasexenmoro konuaecrsa yepes | 99 %
_ o | 45 MuH., i . :
Konusectaennoe onpenencnne
- Yunpoprokeayuy 475,00-525,00.Mr/rabn. (95-105 %) 476,95 Mr/tabn,
: ' 95,39 %
- opnudazon 475,00-525,00 mMr/rabn. (95-105:%): 496,60 mr/Tabu,
L , . 99,32 %
' PoacTBeHHBIE NpHMECH
' ~uunpogroxcayun L
npusmece:C 0,5 % 0,1 %
MOKC: UHOUGUOYQTHAR HOUIBEMNAR. €0,1 % 0,1%
npumecs I
CYMMa hpumecei 1<05%
~ OPHUOA301 .
Z—Mémm-}uumpownuba?m <0,1%
MAKE: UHOUGUOYANENGR Heuseeomnas | 20,5 %
HpUMecs: '
CYMMAnpUMecen. £0,5%%
~ » 7
I N - -
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AEPXITIKCITYXXBA
MEPXABHA CJIY)KEA 3 JIKAPCBKMX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KHEBI
Byn. Bepesusxincia, 29, Kuis, 02098, Ten./daxe: (044) 550-23-55, ven. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua.bm;lj_mmm&f Kon €IPTIOY 37079055

BHCHOBOK
Npo #KicTL BBE3¢HOIrO B Yxpaluy aikapcesxoro 3acoby

23.04.2021 N2 22163/21/26

OPIIMINIOJI
(naiimenynanns ninpcsmm 3ac00y 3rizmo 3 peecrpanitiimn BOCBIRCIBLIM)
Tabaerwy, BxpuTi IwiBKOBOIO o6onouxoso, no 10 rabrerok y Gxicrepi; no 1 Gaicrepy »
Kaprouniit ynaxosmi
(dopua sunycxy, acsysamiy, Bia naxyBSHER JIKEPCHKOTD 38000Y)

Howmep peectpanitinoro nocaimenns UA/11221/01/01 c1pak ail peectpaitiiroro nocsinuenns 04.07.2021
Cepin nixapcskoro 3acoby Ne 0111 KingxicTs Bae3enoro aikapcskoro sacoby 33712

Bupobinx JIABOPATOPISI BEWJII-KPEAT-BEPHYIIC. i
(HalienyBaunn BHPOGHINE RIXAPCAXOTD 33000y, Kpalin DOXOAKEHHS)

Baeseno B Vpainy Tosapacrso 3 o6mexenow pianosinammicrio "BJIYC DAPMA",
inenr. xon: 43821180
{(uaitaenyBox Ta xoq 3a EJIPTIOY sopumuunol 00o6u 860 npisaume, in's, 10 Gararom pisusnol
ocobu - nianpseuns, I micue NposHBaHKE TR poccTpaniltuull Bomep ofiikonol KapTiH miarHixs
nozaTxis 5o cepis Ta Homep macnopra)

[poroxon Bisyanshore xourponwo six 23.04.2021 M 1257/1.

3a  pesymsTATAMH JEPWABHOTO  KOHTpONIO BCTAHORICHO, WO Jaikapcexult 3aci6 mBeseno s Yxpaluy 3
AOTPUMAHHAM BUMOT 38KOHO/IRBCTBE 11040 3a6e3neye A AKOCT] alkapesxux 3aco6is,

% i
Muxona XOJIOJJEHKO

(nizmic) (iniiamm Ta npissame)
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Opuunon 0112 cepr.jpg

Manufactured by LABORATOIREBAII.LY-CREA'I‘~¥’ERNOUILL£T
Location: Chemin de Nuisement, Licu-dit Jos 150 Arpents, VERNOUILLET,
28500, France
Licenser Mo MM 177245

Bupobneno: JAROPATORIS BEHIL-KPEAT-BEPHYHC
Micuesupxopmenna, Wiyen ze Hyjaser, Tstio ne 150 Apnas, BEPHYHE
28500, shprruis

Jhinerains o MM 17245
CERTIFICATE OF ANALYSIS No. 40000622069
CEPTHOIXAT AKOCTT T
Prodict nanse; ORCIPOL
Hasea npodyeny: OPLHTION
Pharmaceutical form, Jilns coated tablets Nety (201} int blisyer, I Blister together with a leafler i a carton
package type and size: box:
Hixapesxa gopua, mun ma madhemxu, expumi nniexcsoio vboavHxow, Mol (10%]) Y nicmepi, 1 Griemep paso 3
D03MIp ynavcogrcy: inempyricto 61 Meduunoze Saciocysanus y kapmoxniii gopobuyi
Dosage / poteney: ciproffoxacin 500 g, arnidazole 500 mg
Hosza / cuna dir: yunpodmorcay 500 Mz 0pnidazon 500 sz
Registration certificate:
Pecempayitine UAI221000
noceiduenns:
Bmich no,:
Ne cepir: G112
Bateh size:
Posstip cz; i 35307 packagesynawoesi
Muarufacture date:
Hama supofuymen. 09.2026
Expiry doter
Tepmin npudamnocmi: 08.2023
B TEST SPECIFICATION RESULT
TIoxasnuxu sxoemi Hoprpwonna Pezynomam
Description From pale yellow till yellow coloured, caplet shaped Him conted Conform
tablets with “ORCP” embossed on one side and 1 &-on the othey,
Onue side Bidnosicae
Roncynongditnor dhopan mabremry, Gxpumi nisrosor
oBenoHKbI, 610 BIdO-aR8M020 A0 HCOBMO20 Kometpy 3
utcnennsss "ORCP” 3 0dnozo 6oy ma puckor  fnuses. !
Identification i
oenmuddirayin |
~ ciprofloxacin The retention times of the principal peaks in flie . Conform |
- yunpodmaxcayun chromatogram of the sample solution correspond to that in the |
- ornidazole omatogram of the standard solution, as obtained i the o i
- oprIdason assay, . Hionosioae !
Hac ympuranss ocrosrux nixia ne spomumoepit i *
docnidarcyeanazo poswuny nosurni aidnogidamm MAKUM HQ ! H
Xpomamozpani cmandapmnoze pozuy 6 X001 Rinskichoeo i ;
SUSHAUCHRA ! .
- titanium dioxide An urange yellow colour is produged, Conform
- mumany otoxend 3'rewcientven nomapanyesp - Yepaane 3060nanernR Bionosioac { :
- iron oxide yelfow An intese biues coloured precipitate is produged which is Conform :
insoluble in dilute hydrochloric acid 1 !
- OKCUO 20ni3a Zcoan; Vmsoproemeca ocad sexpaca-tnarumnszo XOABORY, Bidnoswdae d i
Hepozamnui ¢ pozeedeniil conauii kncaomi ;
Disintegration < 30 min. in water at 37 °C+2 °C 3 min (za..) 1 :
Posnadauns $30xs peodi npy 37 °Ci2 °C o / .
Uniformity of dosage E
units LIZ15%; LI=6.7 i §
Oouopidsicms dososarux L2225 % L2=3,7 ' .
AOULIHD ;
BDissolution i i
POTIUIEHR 2 75.0% (Q) of the label claim in 45 oiin :
- (T F, = « (3 v ¥
. Zf;;fgfgzzqw 2 730 % (Q) 616 sananenot Kimpxocmi 45 x6. ¢
- ornidazole 275.0 % (Q) of the label elaim in 45 min, ¢
.4

e
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Opuunon 0112 _1 cepr.jpg

Mansfuctyred by LABORATOIRE BAILLY-CREAT-VLRNOUVILLET
Location: Chemin deNuisement, Lieu-dit Jes 150 Ampents, VERNOUILLE],
28500, Prance
License: Mo MM 17/245

Bupodneno: BABOPATOPIS BEAM-RPEAT-BEPHYHC
Micnessexomuesun: Wines go Hylaseen, Mutto-ni ne 150 Apuen. BEPHY e,
28500, Dpaniin
Jinensis: Xo MM 17/245

TEST
TToxasHuru sxaemi

SPECIFICATION

RESULT
Hopmyeraing

Pesyuomam

- OpHidason

2750 % (0 6t} sensnenor Kinsroemi 43 xe,

Assay

Kinexicne suznguenyy
~ ciprafloxucin

= punpodnoxearng

- orstidazole

~ OpRIOazon

475.00-525.00 mg/tabl. (95-105 9
475 00-525.00 mefmabn., (95105 )
475.00-525,00 mgftab). (85-105 %3
#73.00-525.00 ae/matn,. (95-105 2%

475.29mg/tabl.05,06%

473,29 e/ mabdn, 95 05%
490.90 mg/1abl.98.18%
490.90m/maicn. 98 18%

Related substances

Cynpogion Gommymn

- elprofioxacin

{wwmpothnoxcayu)
impuritp C
Somiuka C
mgx, individunt
unknown imprrigy
MAKC, inuaGyanpun
Hesidoye dostiua
toral impurities
cyma domitos

~ ornidazole (opuidason)
Zmethyl-3-
nitroimidazolz
2-semun-5-
simpoirioason
mex, fndividug!
uitknown impurity
MaKe. indusidyansna
negidoma damiuzxa
total impurities
eyma Qoo

<05%
%01 %

0.1%
0.1 %

205% 0.3 %

=01% 0.1%

S035% 0.1%

0.5 % 0.1 %

Residunl solvent
Banuros pazyunpyin
~isopropyt aleciiol

~ Isonponunosws: enupm
- dichioromethone

~ QUXKOpMEInan

<5600 ppm 185 ppm

<600 ppm 12 ppm

Miorobiologica¥ purity:
MixpoBionozigna
Hucmoma

~ 10! yeqst/inonlds
Count (TYMQ .

- 3QROTBHA RiNLKICL
Apiorcdocoa ma
naicnsgux apudis (TYMC)

L TVIOR

= ..

S 10°CFUfg

g <100 CFU/g
LI KVD/r

<100 KVO/ 2

{packaging/lab
c}r’n{forgft‘{;t W

1 do hereby ce;ti"? Hhat the gbovementioned data are ustvorthy and avegrate, This product batch is munufactured
i ael g ncluden) under the

2
e GMP requirements, F ¢
trol methods of the anulytic-normaytive ducunsentation registered in Ukraing. The proiocols of
mansfacture, éztzekagzzzg und analysis ate reviewed; conformity with the Gﬂiﬁs,mabiwfseti.
nepepaxosana sume gopmagin
Queomoanend (GrmoYaven nukyeauns 7 MapRYaa
Oinvuuyl & noswit eidnosty,

[oupia, 140

slnoeionocmt 3t cneyug,

HHA
nognti 3 sumozamy GM,
ixayieio i semodasu xounpeme sxocmi ¢ gy
BUROBHMIMES; YnaKosk Mg ananisie byau vepezrarymi me SCIAHDBACHO GIONDEIONICL GMP

site in fult

quality control on the ahovempntionésd mmfmarinf :
well as with the

established &y the regulatory agency of France as

€ docmosipnow | mowsoio. a cepis Hpedysyu Gyna
; 3 nposedeHnAM KOUMPONS SK0LhE v BHURERAZART SUPOBH LT
» BCINBROGAENUN 1 COVARIMUDNYM Opaam ?iyat{wt, a maxox y
Aﬁg?), sapecemposaguny ¢ Yepaim Hpomoxosy

T BN R W el B v RS e s s o

) oA
AN
{27




Opuunon 0112_2 cepr.jpg

Manufuctured by LAB ORATOIRE BAILLY-C REAT-VERNOUILLEF

LABORAYOIa Location: Chemin de Nujsement, Licu-dit fes 150 Arpents, VERNOUILLET,
LS4 LAY -Crrng 28500, France
License: ¥p MM 17/245

Bupotineno: JIAEOPATOPYIN SEﬁ:)IMfPEAT-BEPHYﬂE
Mieneanaxomsenms: Mier zi¢ Hyismen, Jufio.ni ne 150 Apnen, BEPHVHC,

28500, Gpanuia
Hinensts; 2o MM 17245
Surname and position of person, approving batci refease to murker
Lipissume ma nocava / S6ARNA 0CO6Y, AKa Budana dozeiy H@ Bunyex cepiy
Signature and dare, stamp
Tionue ma damy nidnucanns, newamig / uamamn Head of Quality Control: 5, Quean

Kepignux 8100y xonmpomo axocmi: B, Kee

R ;é}
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Opuunon 0112 BucH.jpg

JEPXIIKCIIYXBA
AEPXKABHA CJIVKEA 3 JIKAPCHKHX 3ACORIR
TA KOHTPOJIIO 34 HAPKOTHKAMMT y m. KMEBI

BYyA. Bepesgsxiacma, 29, Kuis, 02098, TelL/Qaxe: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dis.kyiv@dls.gov, ua,ht_tps://www.dls.gov.ug, Koz €PTIOV 37079055

BHCHOBOK
Hpo sikicTs BBe3enoro » Yxpainy nixaperxoro 3acolby

21.05.2021 Ne 28070721126

OPHUIIOJ
(naiiMenyRaung JHXAPCLKOTO 3C0BY STLTHE 3 peectpaniinum TOCBITYCHIM)
TabJleTH, BXPHTI IiBKOBOIO oGosenKoro; no 10 Tabxeror ¥ Guicrepi; mo 1 Gaierepy B

Kapronsid ynakosni

(dopma umycxy, AC3YBAHHS, BUIL IAKYBAHHS MKAPCEROTO sacoBy)

Homep peecrpauiiinoro nocsimenns UA/1122 1/61/01 crpox xit peecrpaniiioro nocaimvesnss 04.07.2021

Cepin nikapeskoro sacofy Ne 0112 Kinskicts Baesenoro jixapcskoro 3acofy 35252
Brpofumx JABOPATOPLS BEMIT-KPEAT-BEPHVIAE, Gpamis
(valivenynanys sHpobHHKe JKAPCHEOTO 38c00Y, KpaiHa HOXOKCHEA)
Breseno s Vipainy Tosapuerso 3 o6mexenoio BixnopixarsricTIo "BIXYC DAPMA",
inent. ron: 43821180

(nadivenyBasrs ra kog 12 €JIPTIOV 10puEaHoT 6coGi abo npssmme, iM's, 1o 6arsron] rayanol
acoby - nimnpuemus, T Micne NPOXUBBHHS T8 peecTpanifismdl HoMep oBaikonol KAPTKY (081 8EK
nozarkis atio cepis a HOMEp nacnopra)

Hpotokon Bisyanbhore konrponw ix 21.05.2021 Mo 166371,

3a pesyThTaTAMH JEpIKABHOTO Ko IBQ: fomneHo, mo sgikapehkuB  3aci6 mReseno B Y Kpainy 3
e s A . .
AOTPHMAHBAM BiMoT 3aKoH0 ¥ PChIIX 3aC00iB.
>
Haganermx Muxona XOJIOJEHKO
(nocanosa ocoGa oprauy aep (mimaim ra nposune)
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Manufactured by LABORATOIREBAII.LY-CREA'I‘~¥’ERNOUILL£T
Location: Chemin de Nuisement, Licu-dit Jos 150 Arpents, VERNOUILLET,
28500, France
Licenser Mo MM 177245

Bupobneno: JAROPATORIS BEHIL-KPEAT-BEPHYHC
Micuesupxopmenna, Wiyen ze Hyjaser, Tstio ne 150 Apnas, BEPHYHE
28500, shprruis

Jhinerains o MM 17245
CERTIFICATE OF ANALYSIS No. 40000622069
CEPTHOIXAT AKOCTT T
Prodict nanse; ORCIPOL
Hasea npodyeny: OPLHTION
Pharmaceutical form, Jilns coated tablets Nety (201} int blisyer, I Blister together with a leafler i a carton
package type and size: box:
Hixapesxa gopua, mun ma madhemxu, expumi nniexcsoio vboavHxow, Mol (10%]) Y nicmepi, 1 Griemep paso 3
D03MIp ynavcogrcy: inempyricto 61 Meduunoze Saciocysanus y kapmoxniii gopobuyi
Dosage / poteney: ciproffoxacin 500 g, arnidazole 500 mg
Hosza / cuna dir: yunpodmorcay 500 Mz 0pnidazon 500 sz
Registration certificate:
Pecempayitine UAI221000
noceiduenns:
Bmich no,:
Ne cepir: G112
Bateh size:
Posstip cz; i 35307 packagesynawoesi
Muarufacture date:
Hama supofuymen. 09.2026
Expiry doter
Tepmin npudamnocmi: 08.2023
B TEST SPECIFICATION RESULT
TIoxasnuxu sxoemi Hoprpwonna Pezynomam
Description From pale yellow till yellow coloured, caplet shaped Him conted Conform
tablets with “ORCP” embossed on one side and 1 &-on the othey,
Onue side Bidnosicae
Roncynongditnor dhopan mabremry, Gxpumi nisrosor
oBenoHKbI, 610 BIdO-aR8M020 A0 HCOBMO20 Kometpy 3
utcnennsss "ORCP” 3 0dnozo 6oy ma puckor  fnuses. !
Identification i
oenmuddirayin |
~ ciprofloxacin The retention times of the principal peaks in flie . Conform |
- yunpodmaxcayun chromatogram of the sample solution correspond to that in the |
- ornidazole omatogram of the standard solution, as obtained i the o i
- oprIdason assay, . Hionosioae !
Hac ympuranss ocrosrux nixia ne spomumoepit i *
docnidarcyeanazo poswuny nosurni aidnogidamm MAKUM HQ ! H
Xpomamozpani cmandapmnoze pozuy 6 X001 Rinskichoeo i ;
SUSHAUCHRA ! .
- titanium dioxide An urange yellow colour is produged, Conform
- mumany otoxend 3'rewcientven nomapanyesp - Yepaane 3060nanernR Bionosioac { :
- iron oxide yelfow An intese biues coloured precipitate is produged which is Conform :
insoluble in dilute hydrochloric acid 1 !
- OKCUO 20ni3a Zcoan; Vmsoproemeca ocad sexpaca-tnarumnszo XOABORY, Bidnoswdae d i
Hepozamnui ¢ pozeedeniil conauii kncaomi ;
Disintegration < 30 min. in water at 37 °C+2 °C 3 min (za..) 1 :
Posnadauns $30xs peodi npy 37 °Ci2 °C o / .
Uniformity of dosage E
units LIZ15%; LI=6.7 i §
Oouopidsicms dososarux L2225 % L2=3,7 ' .
AOULIHD ;
BDissolution i i
POTIUIEHR 2 75.0% (Q) of the label claim in 45 oiin :
- (T F, = « (3 v ¥
. Zf;;fgfgzzqw 2 730 % (Q) 616 sananenot Kimpxocmi 45 x6. ¢
- ornidazole 275.0 % (Q) of the label elaim in 45 min, ¢
.4
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Mansfuctyred by LABORATOIRE BAILLY-CREAT-VLRNOUVILLET
Location: Chemin deNuisement, Lieu-dit Jes 150 Ampents, VERNOUILLE],
28500, Prance
License: Mo MM 17/245

Bupodneno: BABOPATOPIS BEAM-RPEAT-BEPHYHC
Micnessexomuesun: Wines go Hylaseen, Mutto-ni ne 150 Apuen. BEPHY e,
28500, Dpaniin
Jinensis: Xo MM 17/245

TEST
TToxasHuru sxaemi

SPECIFICATION

RESULT
Hopmyeraing

Pesyuomam

- OpHidason

2750 % (0 6t} sensnenor Kinsroemi 43 xe,

Assay

Kinexicne suznguenyy
~ ciprafloxucin

= punpodnoxearng

- orstidazole

~ OpRIOazon

475.00-525.00 mg/tabl. (95-105 9
475 00-525.00 mefmabn., (95105 )
475.00-525,00 mgftab). (85-105 %3
#73.00-525.00 ae/matn,. (95-105 2%

475.29mg/tabl.05,06%

473,29 e/ mabdn, 95 05%
490.90 mg/1abl.98.18%
490.90m/maicn. 98 18%

Related substances

Cynpogion Gommymn

- elprofioxacin

{wwmpothnoxcayu)
impuritp C
Somiuka C
mgx, individunt
unknown imprrigy
MAKC, inuaGyanpun
Hesidoye dostiua
toral impurities
cyma domitos

~ ornidazole (opuidason)
Zmethyl-3-
nitroimidazolz
2-semun-5-
simpoirioason
mex, fndividug!
uitknown impurity
MaKe. indusidyansna
negidoma damiuzxa
total impurities
eyma Qoo

<05%
%01 %

0.1%
0.1 %

205% 0.3 %

=01% 0.1%

S035% 0.1%

0.5 % 0.1 %

Residunl solvent
Banuros pazyunpyin
~isopropyt aleciiol

~ Isonponunosws: enupm
- dichioromethone

~ QUXKOpMEInan

<5600 ppm 185 ppm

<600 ppm 12 ppm

Miorobiologica¥ purity:
MixpoBionozigna
Hucmoma

~ 10! yeqst/inonlds
Count (TYMQ .

- 3QROTBHA RiNLKICL
Apiorcdocoa ma
naicnsgux apudis (TYMC)

L TVIOR

= ..

S 10°CFUfg

g <100 CFU/g
LI KVD/r

<100 KVO/ 2

{packaging/lab
c}r’n{forgft‘{;t W

1 do hereby ce;ti"? Hhat the gbovementioned data are ustvorthy and avegrate, This product batch is munufactured
i ael g ncluden) under the

2
e GMP requirements, F ¢
trol methods of the anulytic-normaytive ducunsentation registered in Ukraing. The proiocols of
mansfacture, éztzekagzzzg und analysis ate reviewed; conformity with the Gﬂiﬁs,mabiwfseti.
nepepaxosana sume gopmagin
Queomoanend (GrmoYaven nukyeauns 7 MapRYaa
Oinvuuyl & noswit eidnosty,
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HHA
nognti 3 sumozamy GM,
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BUROBHMIMES; YnaKosk Mg ananisie byau vepezrarymi me SCIAHDBACHO GIONDEIONICL GMP

site in fult

quality control on the ahovempntionésd mmfmarinf :
well as with the

established &y the regulatory agency of France as
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Manufuctured by LAB ORATOIRE BAILLY-C REAT-VERNOUILLEF

LABORAYOIa Location: Chemin de Nujsement, Licu-dit fes 150 Arpents, VERNOUILLET,
LS4 LAY -Crrng 28500, France
License: ¥p MM 17/245

Bupotineno: JIAEOPATOPYIN SEﬁ:)IMfPEAT-BEPHYﬂE
Mieneanaxomsenms: Mier zi¢ Hyismen, Jufio.ni ne 150 Apnen, BEPHVHC,

28500, Gpanuia
Hinensts; 2o MM 17245
Surname and position of person, approving batci refease to murker
Lipissume ma nocava / S6ARNA 0CO6Y, AKa Budana dozeiy H@ Bunyex cepiy
Signature and dare, stamp
Tionue ma damy nidnucanns, newamig / uamamn Head of Quality Control: 5, Quean

Kepignux 8100y xonmpomo axocmi: B, Kee
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JEPXIIKCIIYXBA
AEPXKABHA CJIVKEA 3 JIKAPCHKHX 3ACORIR
TA KOHTPOJIIO 34 HAPKOTHKAMMT y m. KMEBI

BYyA. Bepesgsxiacma, 29, Kuis, 02098, TelL/Qaxe: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dis.kyiv@dls.gov, ua,ht_tps://www.dls.gov.ug, Koz €PTIOV 37079055

BHCHOBOK
Hpo sikicTs BBe3enoro » Yxpainy nixaperxoro 3acolby

21.05.2021 Ne 28070721126

OPHUIIOJ
(naiiMenyRaung JHXAPCLKOTO 3C0BY STLTHE 3 peectpaniinum TOCBITYCHIM)
TabJleTH, BXPHTI IiBKOBOIO oGosenKoro; no 10 Tabxeror ¥ Guicrepi; mo 1 Gaierepy B

Kapronsid ynakosni

(dopma umycxy, AC3YBAHHS, BUIL IAKYBAHHS MKAPCEROTO sacoBy)

Homep peecrpauiiinoro nocsimenns UA/1122 1/61/01 crpox xit peecrpaniiioro nocaimvesnss 04.07.2021

Cepin nikapeskoro sacofy Ne 0112 Kinskicts Baesenoro jixapcskoro 3acofy 35252
Brpofumx JABOPATOPLS BEMIT-KPEAT-BEPHVIAE, Gpamis
(valivenynanys sHpobHHKe JKAPCHEOTO 38c00Y, KpaiHa HOXOKCHEA)
Breseno s Vipainy Tosapuerso 3 o6mexenoio BixnopixarsricTIo "BIXYC DAPMA",
inent. ron: 43821180

(nadivenyBasrs ra kog 12 €JIPTIOV 10puEaHoT 6coGi abo npssmme, iM's, 1o 6arsron] rayanol
acoby - nimnpuemus, T Micne NPOXUBBHHS T8 peecTpanifismdl HoMep oBaikonol KAPTKY (081 8EK
nozarkis atio cepis a HOMEp nacnopra)

Hpotokon Bisyanbhore konrponw ix 21.05.2021 Mo 166371,

3a pesyThTaTAMH JEpIKABHOTO Ko IBQ: fomneHo, mo sgikapehkuB  3aci6 mReseno B Y Kpainy 3
e s A . .
AOTPHMAHBAM BiMoT 3aKoH0 ¥ PChIIX 3aC00iB.
>
Haganermx Muxona XOJIOJEHKO
(nocanosa ocoGa oprauy aep (mimaim ra nposune)
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R Manufactured by LABORATOIRE BAILLY-CREAT-VERNOUILLET
wiiE 5 Ry Were EOThIALS Location: Chemin de Nuisgeat; Iidu-di les 150 Arpents, VERNQUILLET,
B ALY -CREMNT 28500, France
License: No MM 17/245

Bupatneno: IABOPATOFIA BEHI-KPEAT-BEPHVIIE.
Micuesuaxogensis: Miiek.ng Hyiswey, Jstio-ni a¢ 150 Apreu, BEPHYHE,
28500, Ppanix
Tiugnsin. Ne MM 17/245

. CERTIFICATE QF ANALYSIS No.40000022481
it CEPTHOIKAT AKOCTI

¥

| W Product name: ORCIPOL
il v Hagea vpooyamy; OPLIHITOT
s q ‘.,\;{Qg‘?cmq@?utlga(jhm Jilm conted Yablers Me10 (10x1) in blister, 1 blister togéther with a leaflet in a carton
oy ‘package type and size:  “hox
| .} Jhapevka gropma, neun iha.  matinemxy, expumi niiekoeaip abongikoid, NeT0.(10x1) y Gricrepi, I Gnicniep pasom 3
|- Sl polsaip ynaxoskis iompyxyicio dng seduunozo 3aEMOogYaanns yapmonniti kopolfiyi
- v .o ADosage/potency: ciprofloxaciu 500 mg, ornidazole 500 risg
o~ fesalcunadlic yunpoganoxcayun 500 mz,0pnidason 500wz
<r T Registration certificate:
o UA/11221/61701
f : 0116 l
! ot o N
;’fw; “&*Rg&?f?{:;” J1 663 packages/ynaxocox
PR Maniifacture date: 01,2021
Y- JHama eupobruymaa: :
T, By date: 012024
RSN Tepwiin ipudammocmi: ‘
LT [T TEST SPECIFICATION : RESULT
i R Hoxasnuxy axocmi Hopmysaunz, Pesynoman
Zs 7l Description Erom.pale yellow tll yellow colgured, ca yletshaped filr Conform
‘ SRl T : coated tablets with “ORCP’*Q embossed on og side audﬁlin{gon
‘ 1:0nue - the athek $ide Bidnogidae
: R Kateynonodiguor gopmpu mabineinia, expanj tajgkasoio
obanorxoio, wid. 611d0-oicoannzo Do ocosmozo Koisopy 3
Yt nuichennam “ORCP" 3 0dnoeo Goxy ma puckoio:s, inuiozo,
{ . i3, | Identification
L o | IoekRiugiicaris
o e o) eplneafloxacin The retention times of" thzfnri_ncipal peakginthe Conform
R B hpodnoke chromatogram.of the sample sofution correspond to that in
o \,;.a’f”yazng the chromatogram of the standard solution, asiobtained inithe )
ey g éb?kidaaoa assay, Bk Bidnosioag,
S s “4};*;1; LA ‘I,ap*,ympwamm OCHOGHUX hiKie Ha xpemamospami
45 SEET QQCHIDNCPBANQED Po3tuiy HOSUENI GiOnOBIdANY MakuM Ha
] B XPOMAMOZPaMi.CMaROapMHOZO POIILNY 8.X001 KITbKicH020
8 = SYSHAYENHS: .
wiltaninm dioxide An orange yellow colour is produced. Conform
A mumany dioxcud 3 damemues nomapanyeeo - YEPBONE 3A6APENeRHS ) Bidnosidae,
niron oxide yellow An intese blues coloured precipitate is produced which is Conform
L insolable in dilute hydrachloric acid
< o’ | e oxeud - 2anisa ocoemuil Yimeoproemves ocad ACKPaBo-BRaKUINOZO KORBORY, Bionagioag,
Y 'i:“:iiii s yeposng{)nuﬁ epaaseéeniﬁ';_z;mﬁ fél:anomi
et oiSL Disliegration £30 min. in witer at 37 °C42 °C' .° ;
By m@iy’ ey <30xa yooni mpn 37 “Cir 20 §min (xs.)
L =
| o Uniformity of dosage
{aatrg ) it L1< 5 %;
tEIE W Odnopionicme dososanux 12525%
Wl | Cditruyb
' s | Disselution
ef DR I {,
, _ Fg‘;;fﬁfcm >75.0% (Q) of the Jabel claim in 45 min.
éfyij&pa‘qbﬂqka ayun 2750 ,% (% 8i0 sangneyol Kinvxocmj 43 xe.
s okiduzole 275.0 % (Q) of the label claim in 45 min,
T
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Manufactured by LABORATOIRE BAILLY-CREAT-VERNOUILLET

2T LA GO RATOIRE Lagation: Chemmin de Nujsement, 1 few-dit les 150 Arpents, VERNQUILLET,
W2 BaliY crena 38500, France
License; Ne MM 17/245

Bupdsneno: JABOPATOPIS BEHII-KPEAT-BEPHYHE
Mieuesnaxomgora: Wien né Hylamen, JTutio-ni ne 150 Apnen, BEPHVHIE,
29500, dpasatis
Jiughsini Ne MM 17/245

AR ‘:": ' TEST

% |-Assay

Hoxasnux sxocmi

SPECIFICATION

RESULT
Hopayednns

Pesynemant

A 20 )!z‘da?on_

2 73.0 % (O) 6id sansnerol xinsxocmi 45 e,

Kipoxicwe susnaenns
~eiprafloxacin

< yunpognoxeayuy
~ornidazole

| sopwidasan

475,00-525.00 mg/tabl, (95-105 %
475,00-525.00 mematbi. (95-105 %)
475.00-525.00 mp/tabl. (95-105 %)
475.00-525.00 mefmatbn.. (95-105 %)

501.62mg/tabl,100.32%

501.62m2/mabn, 100.32%
479.98 mg/tabl,95.996%
479.98xz/mabin, 95.996%

' |.Related substances

3, [ Cynpogiont domtuxu
.1 | “ciprofloxacin

; "fimpodioxcatun)
g '( . mpurity €

AR 1 Bomivra C

= et
s
30,

5

G

e

“,
2
Loy

5

3
“

5»1

y,

b T
v i “'2‘{‘»‘

A

TN

22K

5

s

e

3}
B
4
Zebd
iy,

R en

.- ickaginglte

" gy, individual
Mnknown impurity
wMake, indugidyansna

¢ | estdona dontusa

2]

- ‘dolalimipprities
2L cysa.dominior

s ey ‘
i -spriddazole (opuidason)

E]
&
=3
g
&
g
]

MEA e T

<7 Himpoimidasan
max. indfvidual
LnknowiLimpurly
. MaKe, inousigyanpug
““lalporia Dosshura

v 22
Sz tetal fpparities

il - Cosdadomimon

<05%
<01 %

0.1%
0.1%

20.5% 0.2%

0.1% 0.1%

<05% 0.1%

<0.5 % 0.1%

esidual solvent
QUGB POSYURRUK Y
isopropyl aleohol

? Leslaorponunosuil chupm
‘= dichloromethane

i~ BupopMeman

<5000 ppm 197 ppm

<600 ppm 17 ppm

Vv Mierobialogical purity:

| Mikpobionoziven
sHucHioma

o i aitalyeast/monlds
ol ”“n[;{mMG)

EO0U

e

10

OpLiogROIE Ma

<100 CFU/g
<100 KYO/2

ididdo Bprepy cet%t
ling

san . canformify. with the '
Rl spec 1q%ud%gntmlmethodspf the:dnalytic-normafive docyment,
a 4

PRI

e W W ,"E‘ -~
o JJUst 3 saaafépqym,

et Thoen iz le Jh s
SRR ypobymes;
TR @:‘4‘%’(‘5 S

2 » o g T 5 oY Aage L “y
ging.and analysis are.reviewed; conformity with'the | Jg'i’fivgeszablished.
2 14Q repepaxosana swye IHpo
s Eudomoanena (eRoYmovY
g ?:%ngfﬂ 8 naaiiit aionogionaemy f . ‘

ek glatiodidnoami S Cheyudixavien 1 memeoani Korponio skacmy i
Yoaxosku ma aramisle Oynu nepezigHymima aemaHoaNen &id

that the gbovernientioned data are trustworthy and Qc"caég{g, This prodyct batch is marnufactured
jgﬁ%‘!“i) under the. quality

control on the aboveniEntioned manufacturin

site in full
established by the regulqt:drzf

agéncy of Frauce as well as with the

- requirements,
fhs d i dty Ukraine. The protocols of

-

ayis ¢ doomosiprow 1 mounolo. Lk cepin npodykyii Gyna
NAKYBOHHS / MAPKYSANNA) 3 NPOBEOCHILAM KORMPOIIO AKOCIH HG eumesKazanill GupobHutil
3 sunoeamit GMP, scmancenetyunu l&eayizgﬁqkﬂy&gagaquww ?fam;n; 517 marare y
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Pdy

rnasionicms GMP,




H RS A
{ni}ﬂ\&héﬁf’i%!ﬁb«‘l - o

Manufactured by LABORATOIRE BAILLY~CREAT-VERNOUILLET

LADORATOIRE - Location: Chemin deNujsement, I.jeu‘dil. les 150 Arpents, VERNOUILLET,
W2 BAIIY-CrRERT

28500, France
License: No MM 177245

Bupotineno: IABQPATOPIA BEW/I-KPEAT-BEPH Vite
Micuesuaxopueroa: Wver e Hyimew, Tsito-al ne 150, Aprex, BEPRHYHCE,

" 500, Hpanniz
" TMiugsiins Ne MM 17/245
3
-Surname.and position of person, appro ving batch releuse to market
dpiseunge ma nocada / seanus ocobu, axa eudara dosein va aunycx cepiy
Signature and date, stamp
Aorue ma dama nidnucanin, nedamsa / wmann Head of Quulity Control: B. Queau

Kepignux 6iddiny xorwmpamo axocmi: B, Kee

e
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