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o Hazsa BpoiyRBiT: JEEBOHPO@ i _Hepxana-sapobnux: | Yipaina |
Strength/potoncy: | 100 ml solution contains: Loy oflesucin Hemihiydrats equivalent (o Lﬂﬁﬁ%miu

500 mg
Cana nifaxrasaicrs: | 100 M0 poaynay micrers: HeRGHIORCAIENY Hamisrigpary expipanenTno.
o - aesobraorcannany 500 mr

Pharmaceutical form: | selution for infusion, 880 mg/100 m!

Jixapeoka popaa: | potuny nag iudysii, 560 w7100 un L | |
| Type and size of packagiogd 156 m] in container; 1 confainer bt g plastic package in g carton lnbeled in
| Ukrainian and English
Buj i posmip yuakesxu: no 150 ma y xoureiinepi; wo i mmeimepy 8 HOMIETRICHOBOMY DaKetl b

. |_Kopobii 3 MapKyBanuaM YRPATHCLKOM0 T2 ARIHHCHKOI0 MOBAME

T

| Batci}Ne. 510822 | Batf'fia %?E:~ 2008 rontainers
[ Cepig Mg | "™ - Posmipeepilt | ~— ~ xoureiiyepis
¥ ' ) # e '
Mig. Date: | oonoma | o EspiryDater| 00,
Jata snpofumgron; | I Sacmosasbeeenn topainy apmrmgeends |
Registration Certificate; UA/{1924/01/01 Valid upto: | indefinitely
_Yeverpanifine nocsinwenns: ARisewe po: | weolOmescenmif Tepsin

» Manufactorer name: Submdlary company «Far matrades
Ha#menyraung nopobanca: | Houipre wixnpuencise «Papmy rpesig»
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1. | Description At Release; During Shelf-life:

Transparent light yeilﬁw Transpar@ntiseiutiﬁn with Transparent light
| Gume solution. 4 'a:‘r}lar from light vellow to yellow solution,
e 1 light brown, ‘
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of the standard solution between 242 nm amé %4’? mn e Cowplies
| | with permissible variation %2 sm. S
i Eﬁaﬁm@ﬁm&m Criexrp noriuyanis posuuiy, mo Bﬁ}iapﬂﬁmﬁyﬂbﬂﬂ '

o {f NP TP¥ KEBKICHOMY BHHAHEHHT Mae MAKC Hasym«g Ha T
i st ?{},&"f% .} camiit xoBxuHl XBWM, 110 # CTaHAAPTHHE pmﬂﬁﬁ B e BIATgE
- ng ‘%f* \ | AlarasoHi momwuH XEmms Bix 2428M A "%42%1 {

_@éﬁ o SR 2ol | momyoTaMEy BIAXHseHETM +2 Hu,

2



Certiflcate No.: { 3 Page 1 of3
e . Cepradixar No: A Cyoninga 233
Assay Al Release: | During Shelf-life: |
- Levofloxucin 1 in a range of ‘in arange of | 475.5 mg/100ml
hemihydrate caleulated | 475.0mg/100m! - +430.0mg/100mi - 1 (95.1 %)
a3 Levofioxacin 525.0me/100ml (95.0% to 550.0mg/100 mI (50.0%
| 105,0% ol the nominal | to 110,0% of the nominal 1
| sotitent), | oonfent)
Khioricue susanuengs | M‘&M’? i ﬂpm-m oM ,ﬁ:pmw
Bwler senofuoncamay | C " | sBepiranm:
Hauisr zﬁg:smy B B RIRNA3OHI | B aianazond T
TepepaiyHEy i 475 0mr/100mn — 1 450,0Mr/ 1001 - - 475,35 mr/ 100w
JIEBOQIOKCATIHA 525,0mr/100m1 (3in 1 550,0mr/100 Mn (Bin (95,1 %)
93,00 mo 105,0% sin. | 90,0% x40 110,09 ik |
e FOMIBAILHOT KUBROOIT), | toMItOmHOY kipkoet]) |
pH | Between 4.4 5. 2 | 4.99
pH i Bmanaoni 4457, | ; 4,99
Extractable volame Not less than the nominal volume. 135 mf 1
Of’ens, mie sirrsracTner | He menumil 3z nombransuud of ou. __ | 155my |
Particulnte matter | |
Visible particles Should be absent, Complies:
| Invisible particles:
| For comainer 106w, |
particles with size > 10 pm | Not more than 6000/container;
particles with size > 25 um | Not more than 600/confainer.
For container 150 mnl: | | | -
particles with size > 10 urv | Not more than 25 /ml; 1/mi
particles with size > 25 um | Not more than 3 /ml. | 0/ml
Mexaniuni sinicgeung | . )
Buaumi 9acTIH | Matote 6yTH BimcyTai. | Bianosigae
1 Hesnnuai gactra: ! |
i g xoumetmepia 100 ap: |
{ sacTky posMipos = 10 Mxx | He Simme 6000/zonreiuep;
| sdcTs poamipom > 25 miod | He Ginsme 600/xourelinep. .
Qfs}z xoumeineple 150 mn: v ]
| uacTx: posmipon > 10 mxw | He Ginpiie 28 5wty i Aan
| uscTin posmipoM 2 25 kv | HeGimme 3 /mr. D L
| Colour index | The optical density is determined a:recﬂy in Ehe .
i solution at a wavelength of 420 nm should not exceed 0.761
(.9, '
{ Tugexe goakopy 1 OUTHYIHA TYCTHHR, BU3HAYeH] DEIN0cepenHho B |
- | DOSHEHL UpE ROBKUKL Xsii 420 g He Mac | 0,761 1-
b ) TIOpeBHTTYRATH (9. I S
1 Assay of Glucose Between 4.75% to 5.25% we;ght/voluma {95. 0% to 5.08% weight/volume|
| anhydrous - 105.0% of the nominal content) {101.6%)
| Buicy roonodu Seasouuot | D planasoui sig 4,75% 10 5,25% soci/o6 s {mg 5,08% mecn/ol em
i } .1 95,0% no 105,0% Bin soMisanbHol Khproutt), - ool (101.6%)
-_ i impurities of the drug Maxiral individual | mmpurity: not more thaﬁ 9, SQ %. ? v 0.08%
'. ‘substance T@tal impurifies: not mors thann 2.0%. 7. {} 3%
ﬂamimm 'J:izmgwbna’i' PRI LA Kmmcm*m OJIHOT ﬁ;ﬁmmm‘ Hf: &ﬁmia
| ¢ CYOCTANET % Sk P b
o N Oinrae 2,0%, e
‘18, | Bacteriai endotoxins [/ & EUfmg of chmmmmr i
i Baxrepiannui , 1
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| e o Ceprudixar Ne: | N . Cropinxka 3zl
11 Sterility " Must stand the test for ﬁeriiify, ” Complies
| Crepusipmicts Mae suipamysamu sunpoSypanm na crepumsaicTs .| Bipnosigae
Codin Should correspond to the requirements of the MOC. Complies
Mapryranua Toruuro sixnosinary sumoran MICS, Bignosizae
Packaging Should correspond to the requirements of the MQC, | Complies
(Hawysagma | Hosmmo sinnosizars simorom MKSL. el Bimonizee |

4 hereby certify thut the above Information s auiheniic and accurate, This baich of product has been
manufactured, including packaging/labeling and quality conirol at the above mentioned site in full
compliance with the GMP requirements of the Iocal Regulatory Authority and with the specification

avadable in registration dosyior, The hateh processing, puckoging and wnulvsis racords were reyviswad gsd

Jeund to be in complinnce with GIMP.
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