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CERTIFICATE OF ANALYSIS
CEPTH®IKAT SAKOCTI

22D

Certificate No.:

Page I of 3

Cuaa afifakTHBHICTE!

Ceprrdirart Ne: 24 Cropinka 133 |
Product pame: | LEVOPRO® Manufacturing country: | Ukraine
Hasea npoaykuii: | JEBOIPO® Hepxasa-eupobuur: | Vipaiua
Strength/potency: | 100 ml solution contains: Levofloxacin Hemihydrate equivalent to Levofloxaein
300 mg

100 a1 posgnny MicTTL: SeBoQIORCALRNY HANIBFIIPATY CKBIBAICHTHO
aepoaroxeannny 500 mr

Pharmaceutical form:
. Jhwapenka popwa
Type and size of packaging:

Bug i possip ynakonru:

solution for infusion, 500 mg/100G mi
_posumE as gy i, 500 s/ 160 v

106 ml in container; U container in 1 plastic package in a carton Iabeled in
Ulerainian and English
o 100 ma ¥ kouTeiinepi; no I wouteiinepy B noaierunenopory naxeri s
£0poSiul 3 MAPRYBAHHAM YRPATHCHKOIO TA AKIIHICLKOI0 MOBAMI

Batch No.:
Cepin Ne;
! Wiy, Date:
| data srpobnuursa:
Registration Cerfificate:
Peecrpauifine noceinuenns:

241220

1120740 [

Batch Size: 11956 containers
1 Posipcepil KoHTeinepin
E Lapiiy Date: 112027
Hara sarurgens TePMINY HPHIATHOCTI: s .
. _ Valid upto: | indefinitely
CAITERARTS Hiliene 20: | neodmencennii repwin |

Manufacturer name:
HaiivMenvBanus supolunra:

Subsidiary company «Farmatrade»

Aouipre nianpuencrso «Papmarpeiian

Location:
Micuesnaxozaenin:

Sambirs’ka Str, 85, Drohobych, Lviv region, 82111
By.1. Cambipenra, 85, m. Tporobuq, desiscora 06a., 82111

License No-t | 4 p 575084 i 19.07.2011
Jginensin No; Bl
Analysis procedure resulfs
PesynnTaTi HpoBejenna apaisy
Sr.N. QUALITY PARAMETER / SPECIFICATION RESULTS
Nen/n; TIOKAZHHKH AKOCTI BUMOI'H MKsI PE3YJALTATH

i. Bescription

At Release; During Shelf-iife:

Transparent light yellow | Transparent solution with

Iransparant hight

JdianazoHi A0oBMMH XBHAL BiA 247uM 30 342w 1
JONYCTHMHM BlLAXHAEHHAM £ HM.

Omne solution. cplor from light vellow to vellow solution,
light brown,
Upy punvery: [porarom repsity
L 30epiranusg:
Tpasopuit caitio-wosrnit | Mposopuit POTHI 13| [1oGonuit caino-
POHUH. 3nGaprienHaM 8ig CBITAO | e orThii posusi,
WOBTOrO Ao csitao-
KOPHYHEROTO.
2 Identification The absorption spectrum of the solution. which is used
in the Assay has maxima on the same wavelength that
of the standard solution between 242 nm and 342 nm Complies
with permissible variation £2 nn.
FBrenrudirauin CRexTp NOrIURANHA POIHHHY, LU0 BHKOPHCTORYETHCA
NP KIALKICHOMY BH3HAYEHHI MAe MAaKCHMYMH Ha Tif
camifi A0BAMRAT XBHAL WO H cTaHaapTHHE poluny B Bixnosigac

By cbp2y(s
AP 01 W e




Certificate No.:

Ceprugixar MNo: 24

Page 2 of 3
Cropinga2a3

3: Assay At Release: During Shelf-life:
Levofloxacin in a range of in arange of 475.5 mg/100m|
hemihydrate enleulated 475.0mg/100ml — 430.0mg/ 1 00ml — (95.1 %
ag Levofloxacin 325.0mg/100ml (95.0% to | 350.0mg/100 ml (90.0%
105% of the nominal o 110% of the nominal
content). content)
Kiapricie sisnadenns [Ipu surnveky: TpoTsarom Tepminy
Buier gegmp.-"mlccmumy sbepirars:
Selpitiapaly o B Aiana3oH T
HEPEPAXYHKY HA 175 (0mr/ 10067 330 Our/ 10067 ~ ? 4753 mr/100ma
AIeBoP.I0KRCA M S25.0Mr/ 100N (B2 S50.0Mr/ 10U M3 (B1a ] (93,1 %)
| 05,0% 120 105% pix 90.0% 1o 110% six |
HOMEHAABHOT KIA5KOCTI ). HOMIHAALHOT KIALKOCT)
4. pH Between 4.4~ 5.2, 497
pH B aianazoni 4.4 - 5.2, 4,97

! Extractable volume Not fess than the nominal velume. 105 ml
O6%em, o norerracrnes | He seiwdl 40 povinaanini o6 o, 105 mn

6. | Particulate matter :

Visible particles Shonild be absent. Complies
Invisible particles:
For comainer 100 ni;
particles with size > 10 pm | Not more than 6000/container; 33/comainer
particles with size > 25 um | Not more than 600/container. O/container
For container 130 mil:
particles with size > 10 pm | Not more than 25 ‘mi:
particles with size > 25 pm  { Not more than 3 /ml.
Mexamiuui BRawuenns
Branmi vacten | MaioTh 6yTH BizcyTi. Biznosiaae
Heruasimi nactin: ;
Haa goumeimepie 100 a11;
HACTRH po3mipoM 2 10 mim | He Sinbwe 6000/xoureiinep; 33/konTeiitep
HACTRH pOIMIpoM 2 235 Miku | He Siaviue 600/konTeiinep. 0/kourednep
L woumeimepie 130 a1,
HacTkk posmipom = 10 Mrs | He Siaswe 25 /va:
HACTRI posMipos > 25 sty | He Gimune 3 Ava,
7. | Colour index The optical density is determined directly in the
solution at a wavelength of 320 nm should not exceed G.771
0.9.
Inaexc koasopy Onruuza ryetiua, BHaHauena Ge3n0cepe1HL0 B
PO3UUHI Np# A0BKHHT xeHA 420 BM He mac 0.771
nepesuuyearn 0.9,

8. | Assay of Glucose Between 4.75% to 5.25% weightvolume (95.0% to 5.01% weight/volume
anhydrous 105.0% of the nominal content) (100.2 %)
Barier ronoxosn Gezroanol | B aianazoui piz 1.75% 10 5,25% wacalof on (i 3.01% amaca/ob en

95,0% a0 105.0% Bia nominatsHol KiabkoeTi). (100,2 %)

9, Impurities of the drug Maximal individual impurity: not more than 0,50 %. 0.07 %
substance Total impurities: not more than 2.0%. 0.07 %
Homimky aikapesrol Marxcumanpia KiabKicTs 0aH0T 10MiluKH: ve Gibie 0.07 %
cyGeranuil 0.50 %.

Cyma gomimiok: He Ginnine 2,0%. 0,07 %

10. | Bacterial endotoxins Not more than 0.25 EU/mg of Levofloxacin. Complies

Barvepiaanui
EHAOTORCHIIH

He Sinbwe uizk 0,25 MO/vr nesodaorearmy.

Bianosizae




Certificate No.: 24 Page 3 0f 3
Ceprudirar Ne: | ~ Cropinga 313
11. | Sterility Must stand the test for sterility, ‘ Complies
CrepuanuicTs Mage BHTpHUMYBATH BUNPOBY BAHIA HA CTEPIIALHICTL. Bianoeiae
Coding Should c'c;}fcspond to the requirements of the MQC. . Complies
Mapxysauun HosuHHG B1ANOBIATH BrAsoran MY, Bianosinae
Pack:l_éing o Should correspond to the requirements of the MQC, Complics
Daxyranus orunso signosinati rRuMorad MKS | Bianorizae

Eherehy certify that the above information ic anthentic and accurate. Tiis hatoh of product has been
manufactured, including packaging/labeling and quality control af the above mentioned site in Sull
compliance with the GMP requirements of the focal R egrlatory Authoriy and with the specification
availuble in registration dossier. The baich processing, packaging and analysis records were reviewed and
Jound to be in compliance with GMP.

Hitn 5 ©acaiduyio, wo naeedcuna eunge indhopaania ¢ dacmaoeipnowe ma mownow. I {10 cepie npodyruit o
GHPOBACHO (GRUOUAIO LI RARYCAHNA/NAPKYEAHHA) Mt ROHINPO.IG I AROCHH Ha Grtesaznaveitiil supodnuyin
Olivnuyi npogedeno y Roenii sionosionoeni 3 eusosa GMP, semanoeientsin sticueenn pee VIAIOPIHAM
OpRAiOM, @ HIGROMC GIOROGIONO 00 CRerudirauii, o vicninses o pecompauiiviony docse. Hpomoroan
BUPOBIUIINGS, NAKYEARN ING QHEAIIE Y10 HEREXTANVHIO B 6CINILOGACHD ¢idnosidnicmy GMP,

Name | T.Pryima
Position of person authorising the batch release | Qualified Person
‘ Hpizsume | T.XIpuiima
Hocaua ocodu, stea BIIAIA 103810 HA BUnYCK cepil | Ynosnosukena ocofa

Signature of person authorising the batch release |
[inmic ocodn, sxa Buaaa A03nia Ka BrnyCeK cepil

Bate of signature

; A 31/12/2020
Jdara nignucanns
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Product name: | LEVOPRO®
Haisa npoaywuil: | JIEBOTIPO®

. Manufacturing country: | Ukraine
| Hepwasa-supobunk: | Yrpaina

i

500 mg

Strength/poteney: | 140 ml solution contains: Levofloxacin Hemihydrate equivalent to Levofloxacin

Cuaa giffakTasricTs: | 100 Ma poswuny micTaTs: ileBoduioKcaniny HaniBriipaTy eKBiBASEHTHO
qesodaoxcannny 500 mr

Pharmaceutical form: | solution for infusion, 500 mg/100 ml
Jdixaperka gopma: | posuns past indysii, 300 mr/100 ma

Ukrairian and English

Type and size of packaging: 100 ml in container; 1 container in a plastic package in a earton labeled in

Bug i pozmip ynaxosxkn: no 100 ma y xonveiinepi; no 1 xoureiinepy s noniernnenosomy naxeri
KepoOui 3 MapKyBaHHAM YKPaTHCLKOIO Ta auraificb ko mosamn

Batc]? No.: 231220 Bat.ch Slz.t.a.: 11984 contaniaers .
Cepin No: Po3znsip cepii: KoHTelinepin
Mfg. Date: | 1) 029 . . ExpiryDate: | 009
Jara BupobruuTBa: JAara zakinuensn Tepminy npuAATHOCTI:
Reglst;u;at:on Ce_rt:ﬁcate: UA/11924/61/01 Vﬁf!jd upto: | indefinitely ) .
Peecrpauifine nocBinyernms: Hificue no: | Heobmexenuni Tepmin

Manufacturer name: | Subsidiary company «Farmatrade»
Haiimenysanun supobuuxa: | Jouipuc mianpuemcrao «Papmartpeiinn

Location: | Sambirs’ka Str, 85, Drohobyceh, Lviv region, 82111
Micuesnaxomxennn: | sya Cambipenka, 85, m. liporo6ny, Jivrincoka o6, 82111

License No.: | \ p 578084 Saked 19.07.2011
N Jlinensin Ne: Big
Analysis procedure results
Pe3yanraT NpoBeJeHHN aHANZY
Sr.N. QUALITY PARAMETER/ SPECIFICATION RESULTS
Jen/n:. NOKAIHHKH SAKOCT] BUMOTH MK PEIYJABTATH

TpH KiAbLKICHOMY

1. | Deseription At Release: During Shelf-life:
Transparent light vellow Transp‘arent’soiution with Transparent light
Ounc solution, c'oior from light yellow to yellow sofufion,
VVVVVVVV light brown.
Ipu punycky: Hporarom repmity
a0epiranus; _
[Tposopuii ceitno-sxopTtuit | [Tpozopuit PO3YHH i3 TposopHi caiTio-
| pO3uuH. 3a0apBaeHHaM Bin CBITIO- | o opTHit posHmH.
AOBTOTO A0 CBIWIO-
KOPHYHEROTO.
2 Identification The absorption spectrum of the solution, which is used

in the Assay has maxima on the same wavelength that
of the standard solution between 242 nm and 342 nm
with permissible variation +2 nm.

Lrentudixania CriexTp TMOIJIMHAHHA PO3YMHY, IO BUKOPHCTOBYETHCA |-
BH3HAYEHH] M3 MakcMMyMH Ha TiH |
L_camiii IOBKHHI XBMI, WO il CTAHAAPTHUI POIYMH B
AilanasoHi JOBXWH XBWAb BIA 242um Ao 342um 3
AOTIYCTHMUM BIAXMNEHHAM =2 HM,

Complies

Bianosinae

/77.//&1//, ///27/?/// Jhos A0A/

7 x
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Page 2 of 3
Cropinka 233

Bakrepiaibai
EHAOTOKCHHH

He Ginpme nix 0,25 MO/Mr nesodnokcaunny.

3. Assay i At Release: During Shelf-life:
Levofloxacin | in a range of in a range of 475.5 mg/100ml
hemihydrate calculated 475.0mg/100ml — 450.0mg/100ml - (95.1 %)
as Levofloxacin 525.0mg/100ml (95.0% to | 550.0mg/100 mi (90.0%
i 105% of the nominal to 110% of the nominal
content). content)
K""'_bmc“e BEIHAcHn Upu Bunycky: TTpoTsrom Tepminy
BM‘!FT {leaoq”m:ccalm HY T —
HAmBIVMTY B B Jliana3oHi B Aiafa3oHi
HESPERARI MY A 475,0mr/100mn — 450,0mr/100mn - 475,5 mr/100mn
fepoduorcanmn 525,0mr/100mn (Bin 550,0mr/100 mn {(Big (95,1 %)
95,0% no 105% Bix 90,0% a0 110% sin
HOMIH&MLHOT KITBKOCTI). | HOMIHANIBHOT KiILKOCTI)
4, pH Between 4.4 - 5.2, 5.00
pH B aianazoui 4,4 — 5,2, 5,00
5. | Extractable volume Not less than the nominal volume. 104 ml
O6’em, 110 BRTHIACTHES He menmuil 3a Hominanexu 06 em. 104 mn
6. Particulate matter
Visible particles Should be absent. Complies
[nvisible particles:
For container 100 ml:
particles with size > 10 um | Not more than 6000/container; 33/container
particles with size > 25 pm | Not more than 600/container. O/container
For container 150 mi:
particles with size > 10 pm | Not more than 25 /ml,
particles with size > 25 um | Not more than 3 /ml.
Mexasiuai BRAWUCHHR
Buumi vactiy MatoTs OyTH BiaCYTHI. Bigmosizae
Heeuinmi yacTiu:
Lna koumetinepis 100 s
yacTky posmipom > 10 mxm | He Gineiue 6000/koHTelitep, 33/xoHTElRHEp
4acTkH posmipom = 25 mrm | He Binbwie 600/kouTeiinep. O/xowureiinep
Mnn koumeunepie 150 an:
yacTKH posmipom > 10 mxm | He Ginbiue 25 /mn;
4acTKH posmipos > 25 MM | He Ginbiue 3 /mn. _
| 7. | Colour index The optical density is determined directly in the
solution at a wavelength of 420 nm should not exceed 0.752
0.9.
Ingexc koasopy OnTuyHa rycTiHa, BM3HaueHa 6esnocepeiHe0 B
PO3MHHI [ipH Z0OBXUHI XBuni 420 HM He Mae 0,752
nepesutyeatn 0,9, - 7
8. : Assay of Glucose Between 4.75% to 5.25% weight/volume (95.0% to 5.00% weight/volume
anhydrous 105.0% of the nominal content) (100.0 %)
Bwmicr rmoxosn Geapoamol | B nianazoni Bin 4,75% no 5,25% maca/o6’em (Bin 5,00% maca/ob’em
95.0% no 105,0% Bij HOMiHANBHOT KIILKOCTI). (1000 %)
% Impurities of the drug Maximal individual impurity: not more than 0.50 %. (.06 %
substance Total impurities: not more than 2.0%. 0.06 %
Jomimen sikapebrol . MakcumansHa KITBKICTb OAHOYV BoMiluku: He Gitbin 0,06 %
cyOeranuii 0.50 %. e
Cyma pomitnok: He Sutsme 2,0%. 0.06 %
10. : Bacterial endofoxins Not more than 0.25 EU/mg of Levofloxacin, Complies

Binnosizac
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_ Ceprudizxar Ne: = Cropinxa 333
11. | Sterility Must stand the test for sterility. Complies
Crepuasuicrs Mae BuTpHMYBaTH BUNIPODYBAHHA HA CTEPH/IBHICTS. Bianosinae
Coding Should correspond to the requirements of the MQC. Complies
Mapkysaunn [MoBuHHO BIAROBIAATH BuMoram MK S Bignosizae
. - Packaging Should correspond to the requirementé';)f' the MQC. Complies
Makysasuns HMosuuuo Bianoeigath sumoram MK, Bianorinae

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control ai the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specification

found to be in compliance with GMP.

available in registration dossier. The batch processing, packaging and analysis records were reviewed and

L{um 2 3aceiduyio, wo nasedena suwe indopmanin € docmoeipruoiw ma mounoio. Lo cepiro npodyuii Gyno
GUPOOIEHD (GRAOUMIOU I RAKYBARIR/ MAPKYBAHNA) MA KOHMPONs 1T AROCMI KA ¢uMe3A3NaAUEniil 8upobruYii
dinvuuui nposedeno y nosniii sidnoeionocmi 3 sumozam GMP, scrmanosnenums micuesus pezyramoprum

OPAHOM, & MAKOMNC 6idN0sioN0 do cneyuixauil, wo micmumsca ¢ peccmpayitinomy docee. Hpomoronu

SUPOCHHLIMEA, NAKYEANKA MA AHAAI3Ie GYI0 HEPeZARHYIG MO 8CMAROEAEHD eionoegidnicms GMP,

Name ;| T.Pryima

Position of person authorising the batch release  Qualified Person

[ipisenme | T.IIpuiima

locana ocobn, ska BHIATA Z0O3BIA HA BUNYCK cepil | Ynosnosgmena omﬁg,s;:
Signature of person authorising the batch release ey
Hignac ocobu, sKa BHAANA T0IBLY HA BHIOYCK cepii il

-

Date of signature

. 361272020
HJara nianucanun
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