CERTIFICATE OF ANALYSIS

CEPTHO®IKAT AKOCTI
Certificate No.: 28 Page 1 of 3
Ceprupixar Ne: Cropinka 133
Product name: | LEVOPRO® Manufacturing country: | Ukraine
Hazea npoaykuii: | JEBOIIPO® Jepxasa-pupobHuK: | Yxpaina
Strength/potency: | 160 m] solution contains: Levofloxacin Hemihydrate equivalent to Levofloxacin
' 560 mg
Cnia gi/axruaesicts: | 100 M po3auHy MicTHTE: TeBOduUIOKeANNHY HANIBIIAPATY €KBIBATENTHO

Jgesodutoxcanuny 500 mr

Pharmaceutical form:
Jlikapcebka dopma:

solution for infusion, 500 mg/100 ml
posunn ansg indysif, 500 mr/100 ma

T'ype and size of packaging:

Bugz i po3smip ynakoeku:

150 ml in container; | container in a plasiic package in a carton labeled in |
Ukrainian and English
no 150 mu y wonrelinepi; no 1 KouTelinepy B noJieTHICHOBOMY NAKeTi B
kopoGui 3 MAapKyBaHHsIM YKPATHCLKOM0 TA AHNIHCHEK010 MOBAMH

Batch No.: 281220 ' Bat-ch SIZE: 8008 contat?ers -
Coplin Ni: l'oamip eopiis | L Ronieinepin |
Mfg. Date: 1212020 . Expiry Date: 11/2022
Jara sapobanuTEa: Hara sakinueHHs Tepminy npugardocri:
ch:st.x:'ntzon Cc‘rtlficatcz UA/11924/01/01 Va_lurd upto: | indeflinitely 5 .
Peecrpaniiine nocsiquenus: Hificue no: | neoOmexxennii Tepmin

Manufacturer name:

HaiivenyBanusi BHpoOHHKA!

Subsidiary company «Farmatrade»
Houipue mianpremerso «®Papmarpeiin»

NPH KifABKICKOMY BH3HAUEHHI Mae MakcHMYMH Ha TiH |
camiii joExHHI XBHAL, 100 §I CTAaHZAPTHHHA PO3UHH B
pAlanasori AoBHH xBunb &im 242nM o 342uM 3

AONYCTHMUM BIIXHNEHHAM 2 HM,

Location: | Sambirs’ka Str, 85, Drohobych, Lviv region, 82111
MicnesHaxomxeHHS: | Bys. Cambipcbka, 85, v, Jporoduy, Ansinchka 061, 82111
License No.: | , p 578084 dated 19.07.2011
Jlinenzisa Ne: Bin
Analysis procedure results >
PesyabTarn npoBefenHs aHaNXi3y
Sr.N| QUALITY PARAMETER / SPECIFICATION RESULTS
Nen/m|  TTOKA3HHMKH AKOCTI BUMOI'Y MKS PE3YJILTATH
1. | Description At Releaser During Shelf-life;
Tran§parent light yellow | Transparent _solution with Transparent light )
Gisic solutton. qoior from light yellow to yellow solution.
light brown.
Tpu BUIYCKY: Ipotsarom Tepminy
30epiragya:
ITposopuii ceiTno-woBTHH | [Iposopui - POSHHH i3 Tposopuit caitio-
PO3YHH. 3abapBieHHIM BiJ CBITIO- | omrHii poguus.
ST WOBTQrO. . A0 . CBITIO- |. - . .
: KOPHYHEBOTrQ.
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. -
InerTudikanis CriexTp fIOFMHHAHHA PO3YHHY, L0 BHKOPHCTOBYETHCA |
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Ceprudixar Ne: Cropingn 223
3, Assay At Release: During Shelf-life:
Levofloxacin in a range of in a range of 475.6 mg/100ml
hemihydrate calculated 475.0mg/100mi - 450.0mg/100ml - (95.1 %)
as Levofloxacin 525.0mg/100ml (95.0% to | 550.0mg/100 ml (90.0%
f 105,0% of the nominal to 110,0% of the nominal
content). content)
I{m.bmcue BH3HAMEHHSI TIpy BAMYCKY: TIpoTaroM TepMiny
BM!'CT Aes0PaoKcaAUHITY T —
Hamiorigpary s B Aiana3ioH B MiaiazoHi
HCPEPAXyRIy Ha 475,0mr/100m 450,0mr/100m31 415,6 mr/ H0Omn
nepodRoKCcaRE 525,0mr71 00w (&in S50,0m/T00 mn (Bin (95,1 %)
95,0% no 105,0% Bin 90,0% no 110,0% sin
HOMIHAJILHOT KiIBKOCTI). HOMIHaJBHOT KIIbKOCTI)
4, pH Between 4.4 - 5.2 4.98
pH B nianasoni 4,4 —5.2, 4,98

5. | Extractable volume Not less than the nominal volume. 155 ml
O6’em, mo puTsracThen | He Meniumit 3a HominaneHul 06 ewm, L. 135w

6. | Particulate matter
Visible particles Should be absent. Complies
Invisible particles: ?

For container 100 mi:

particles with size > 10 pm | Not more than 6000/container;

particles with size > 25 pm | Not more than 600/containet .

For container 150 mi:

particles with size > 10 ym | Not more than 25 /ml; 2/ml
particles with size > 25 um | Not more than 3 /ml. 0/m!
Mexaniuui BRANYEHHS

Bunymi uacTku MasoTb ByTH BiZCYTHI. Binnmosinae
Hepupmnmi yacTkH:;

LHna xonmedinepic 100 mu:

“4aCTKH posmrpom > 10 mxmM | He 6ineine 6000/xonTeliHep;

YacTKH stmpOM > 25 mxm | He Ginble 600/koHTERHED.

Hna xoumedinepie 150 mn;

HacTKH powlpom > 10-mxm | He Ginbiue 25 /mn; 2/mn
yaCTKH po3MipoM =>:25 mMxm | He Binbiue 3 /ma. O/mn

7. | Colour index’ The optical density is determined directly in the

solution at a wavelength of 420 nm should not exceed 0.772
g9,

Ingexc KONLOPY OnTH4HA IYCTHHE, BH3HAUeHa 6e3nocepeiHb0 B
pO3YMHI NMpy KoBxuHi xsuni 420 H He Mae 0.772
nepesuyraTyd 0,9.

8. | Assay of Glucose Between 4,75% to 5.25% weight/volume (95.0% to 4.97% weight/volume
auliydrous 105.0% of the reminal content) 994%) .
Buicr riirokozu Geasognoi | B nianazoni sin 4,75% o 5,25% maca/o6’em (Bin a/ob%e

95,0% no 105,0% Bin HOMIHATBHOT KiNbKOCT). it

9, | Impurities of the drug Maximal individual impurity: not more than 0.50 %. '\ ‘
substance Total impurities: not more than 2.0%. :

Homimxy JixapchKroi MakcumanbHa KinekicTs ofHoT AoMilky: He Ginbie ]
cyGeranuii 0,50 %.
Cyma pomiwox: e Ginbme 2,0%. 0.06 %

10. | Bacterial endotoxins Not more than 0.25 EU/mg of Levofloxacin. Complies
Baxrepianbui
€HJOTOKCHHH He Ginswe uix 0,25 MO/Mr nesodokcalinHy. Binnorizae
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Cepradirar Ne: Cropinka 333
11. | Sterility Must stand the test for sterility, Complies
CrepuasHicTn Mage sutpumyeatH BUNPoGyBaHHS Ha CTEPHIILHICTD. Bianosinae
Coding Should correspond to the requirements of the MQC. Complies
Mapxysanus [NosunKo Bignosinath BuMoram MK, Bianosigae
Packaging Should correspond to the requirements of the MQC. Complies
IfakyRpanus TTosunno BinnosigarH Bumoram MK, Bianosinae

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

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

Sfound to be in compliance with GMP.

L{um » saceiduyio, ugo nasedera suue inopmania € docmogipror ma mounow. I cepiro npodyruit 6yno
GuPOUIIERO (BRIFUARI LN RAKYSUHNA/MAPKYSUHHA) U KORIPONS )} AKOCHE HU sHI{esaInae ]l supobnuyin
Olnbruni npoeedeno y noeniii eionosionocmi 3 eumozam GMP, 6cmaHO8IeH UMU MICUEGIM PESYARMOPHUM
0p2GHOM, O MUIKONC 6i0R06IOKH0 00 cnedulrayil, wo micmumsca ¢ peccmpayinomy docee, Hpomoxonu
BUDOGHUKINGA, NAKYEAHHA MA AHANI3IE BYNRO NEPEZAAHYMO MO 6CIMAHOBNEHO gidnosionicmys GMP,

Name | T.Pryima

Position of person éuthorising the batch release | Qualified Person

Ilpiseunte | T.Ilpniima

Iocaga ocobn, sxa BHAAA X036 Ha BHmyex cepii | YnopHoBajena ocoba

Signature of person authorising the batch release . /,\
Hianue ocobu, sixa BHAANA 1038in HA BHNYyCK cepil -0
. "
Date of signature i
e 02/01/2021
JMata nignucanss

NP
FHES

E AT .
0] Bnwihir e

bl

o

o
28,4
Ha
A%
R0

-~
i




CERTIFICATE OF ANALYSIS

CEPTH(I)IKAT HKOCTI ,
" Certificate No.: | 117 Page1of3
; : : Cepm@nxa'r Ne: - : 4 Cropinxal3s3
Product name: | LEVOPRO® Manufacmrmg country - Ukraine
Hazea pponykuil: | JIEBOIIPO® | - JHepwapa-sapofuuk: | Ykpaina
Strength/potency: | 100 ml solution contains: Levofloxacin Hemihydrate equivaleut to Levofloxacin |

i 560 mg :
Cuura pii/axresaicTe: | 100 M po3unny MictaTs: aenochﬂmccauﬁny Haﬂmr‘mpﬂy eKBiBANICHTHO
nesoduokcanugy 500 mr
Pharmaceufmal form: | solution for infusion, 500 mg/100 mi

JHrapceka d)opma. po3uHH 1 iHdy3iH, S00 m1/100 ma ik o v
Type and size of packaging: 150 ml in container; 1 container in a plashc package in a carton labeled in
, Ukrammn and English
Bupn i posmip ynaxosku: no 150 mu y xonreiiaepi; o 1 _Kaﬂrei‘mepy B HOAieTHJICHOBOMY HAKETI B

Kepo6iti 3 MADKYBAHHAM YKPATHCLKOM T2 AHTHACLKOI0 MOBAMH

Batcl} No.: | 171120 . _ Batch Size: . 8036 gontm{iers .
Cepia No: e d _Posmip eepii: | _ KOHTeliHepis
Mle. Date: | 450000 | Expiry Date: | 15,07,
Jlara sppobrunTaa: lIaTa 3aKiBYenas TepMiny NPHAATHOCTE: T
Registration Certificate: | UA/11924/01/01 ,Vﬁflfd upto: | indefinitely s :
Peecrpaniiine noceigsiennn; HMiicne n0: | HeoGmexenui Tepmin

Manufacturer name: Subsidiary company «Farmatrade»

Hajiimenypanns supebunka: | Jowipre nixnpuemcrso «@apmatpeiiny
Location: | Sambirs’ka Str, 85, Drohobych, Lviv region, 82111

- Micuesuaxomxensns: | Bvi Cambipceka, 85, m. Jporoduy, Jesincska ofia,, 82111

License No.: | , 5 578984 At eamin

L Jinenzig Ne: Bin _ .

: Analysis procedure results
PesyanTaTd npopeseHns anagisy

| Sr.N] QUALITY PARAMETER / ' SPECIFICATION _ ~ RESULTS
Men/n!  TIOKA3ZHVIKH SKOCTI _ ; ___BHMOI'd MKH B i PE3IYJIBTATH
1. Description At Release: Durmg Shel f'—hfe '
Tran§parent light yeliow Transparent soiutlon w1th- Transparent light
e solution. c_olor_from light vellow to yellow solution.
L light browa.
Ipu Bumycky: IIpotsrom TepMiny
[lposopuit cpitmo-morrull | Tlposopuit  posuun i3 TIposopuii cBiTIO-
POIYHH. | 3abaperesHaM Bij cBiTIO- | KOBTHH PO,
JKOBTOTC A0  CBITIO- |
. KOPHYHEROTO.
2. Identzf cation The absorptlon spectmm of the solution, which is used .
. T "7 7 7 'in the Assay has maxima on the same wavelength that |~
of the standard solution between 242 nm and. 342 1 Complies
with permissible variation £2 nm.
IzesTudikania | CnexTp mOFNMUHAHHA PO3UUHY, u_xo_ EMKOPHCTOBYETHCH

NIpH KUILKICHOMY BH3HAYEHHI Ma€ MAKCHMYMM Ha Tiil
camiii JIOBXMHI XBHIT, IO i CTAHAAPTHHE PO3HMH B
AianazoHi JOBKHH XBHAR BiN 2426M go 342um 3
JAOTYCTHMHM BiIXHITCHHIM +2 HM,

/3’4(,\ o i 183097 94}’1//,% .

“Bingnosiaae
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Bakrepiaasni

| eHEOTOKCHAH

4, Cepradixar Ne: ) Cropinxka 233

3. | Assay 1 At Release: Durmg Shelf- Iife

1" Levofloxacin in a range of in arange of 481.8 mg/100ml
hemihydrate calculated | 475.0mg/100ml — - 450.0mg/100mi — {96.4 %)
a5 Levofloxacin 525.0mg/100ml (95 0% to | 550.0mg/100 mi (90.0%
' o | 105,0% of the nommal 1 to 110,0% of the nomlnal &
“content). - content) - 38
K”‘_"Kic“e BU3HAYEHHS | TTpy punycky: Hpo"mrom TepMiHy
Bmf‘:r J_teae{lmomcanuuy B i
HAmBEApaTy 8 B Hianazoni _ B fianazoHi _
nepepaxyHKy Ha 475,0Mr/100MA — ' 450,0mr/100M7 —~ 481,8 mr/100mn
TEBOAOKCATIE 525,0mr/100ma (Bin 1550,0Mr/100 M (i~ - | (964 %)
' 95,0% no 105,0% sin | 90,0% o 110,0% iz '
o HOMIHANEHOT KILKOCTI). | HOMIHANBHOT KiTKOCTI) ;

4. pH Between 4.4 ~52. e & s & ' 495
pH . i Baianasoni4,4-5.2. 4,95

5. ! Extractable volume | Not less than the nominal volume. 155 ml

O6’em; mio BuTErAcTLCE | He MeHmwi 3a HoMinansrud o6’ em 155 mn
6. | Particulate matter _ : .
Visible particles Should be absent. Complies
Invisible particles: -
For container 100 mi:
particles with size > 10 pm | Not more than 6000/container;
particles with size > 25 pm | Not more than 600/container.
For container 150 ml. ' o o B
particles with sizé > 10 um | Not more than 25 /ml; - O/ml
particles with size > 25 pm | Not more than 3 /ml. 0/ml
Mexaniyni BRIOWYCHHEN
| Buazumi qacTkH 1 Mators GyrH BifcyTHI, Binmosipae
Hepupumi wactu:
{ Jna xowmeimepie 100 ma:
| uacTku posmipom > 10 mxm | He 6utsre 6000/koutetinep;
yacTku posmipom > 25 mMxm | He Ginsiie 600/konTeiinep.
Jna konmetinepia 150 ma: o
| sactku poamipom > 10 mxm | He Ginbiue 25 /m; O/un
| uacTiu posmipom > 25 mxum | He Ginsme 3 /miL Ofwr
7. Colour index ' The optical density is determined directly in the '
| solution at a wavelength cf 420 nm should not exceed 0.763
0.9. -
Ingexc Koanopy OrpyuHEa rycTrya, BusHaueHa 6e3nocepeiHbo B
pO3umHi TIpH noRxuni xBUMi 420 1M He Mae 0.763
_ i d nepesnyeatd 0.9, _ .
8. | Assay of Glucose Between 4.75% to 5.25% weight/volume (95.0% to 4.95% weight/volume
| anhydrous 105.0% of the nominal content) (99.0%)
| Rmicr rooxosu Gessensol. | B nianazoni Bind,73% no 3,25% maca/o6 e (i 4,95% maca/oB’em |
4 ' ; 95.0% no 105,0% pin HOMIHATIBHOT KITBKOCTI). (99.0%)

9. | Impurities of the drug = | Maximal 'iﬁdividual impurity: not more than 0.50 %. 0.07 %
substance Total impurities: not more than 2.0%. - 0.07%
Hominikn JikapchKol MakcuMansHa KinbKicTh OJHOT HoMiniKy: He GinbLue ~0.07 %,
cyGeramuii 0,50 %. ' A

Cywma nomimox: He Ginsme 2,0%. L 007 %
| 10. | Bacterial endotoxins | Not more than 0. 25 EU!mg of Levoﬂoxacm

“I Complies| - ¢

He 6inpue uix 0,25 MO/Mr nesbcbzmicca_uﬁﬂy.

Nt anesiﬂ.ae
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i 11. | Sterility Must stand the test for sterility. Complies
Crepunrnicrs Mae BuTpuMyBaTH BUNPODYRaHHA HA CTEPHIIBHICTS, Binmosiznae
Coding Should correspond to the requirements of the MQC. Complies
MapxyBanus [TosknHO Bixnosigari sMoram MKS, Binnosinae
Packaging Should correspond to the requirements of the MQC. Complies
IakyBanus : _prB_I_&HHo Bigmosigaru pumoram MICT, Bianosinae

1 kereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full

found to be in compliance with GMP,

- compliance with the GMP requirements of the local Regulatory Authority and with the specification
available in registration dossier. The batch processing, packaging and analysis records were reviewed and

Ium # 3aceiduyio, wo nagedena euuie indgropmanina € docmogipnoio ma mounoio. Lo cepiio npodyxuii Gyno
8uUpOHIEHO (6RIFORAIOIN NAKYSAHNA/MAPKYSANHA} MA KOHMPORs IT AKGCMmI HA suMie3a3nayeniii 6upobruvin
dinvuuyi nposedeno y noskill sionogidnocmi 1 euemozam GMP, ecmanognermu Miciegien PeayaamapHun

OPZAHOM, @ MAKO3IC 6IONOCIN0 00 creyuikauii, uo micmumsca ¢ peecmpayiiinomy docee. Ipomoronu

SHPOBHIUMEN, NAKYEAHKA MG ARANIZI6 BYN10 REPEZARHYMO M sCIAR0GTeHO sidnogionicmy GMP,

Name

Positien of persen autherising the batch release
Hpizsmme

Hocana ocobmu, aka BAgANA A03Bia HA BHNYCK cepil

T.Pryima
Qualified Person
T.Iipuiiva

Signature of person authorising the batch release
Ilignnmc ocobm, Axa BHEAANA A03Bi0 Ha BUNYCeK cepii

Ynosuopawena ocofa

Date of signature
Jara migancanns

23/1Y
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