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ALPUAGIIKCITYKBA
HEPIKABHA CJIIYKBA 3 JIKAPCHOKHUX 3ACOEIB

TA KOHTPOJMIO 3A HAPKOTHKAMH y M. KHEBI
By bepesnakisenka, 29, Kuis, 02098, ren. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.k}fiv@dis.gov.ua,hltps:f;’www,dis.gmf.ua. Koa CJPITOY 37079055

BHMCHOBOK

IpPO SIKICTh BBE3CHOTO B Yxpaiuy nikapchiKoro 3acoly

23.08.2022 No 33456/22/26

JEBOMAK

(HaliMenypag Jikapenkoro 30C00) 3riuig 3 pecerpauiiinm TOCRLIMCHTAN)

Tadaerkn, BRpuTi ILIBROBOIY oboionKo10, 110 500 Mr, 110 5 TadaeTok y oaicTepi, 1o 1

daierepy B kapTonmniii viakopui

(hopaia nanvery, AOBNBAUAMIA, BIL1 NAKYBAHUA AIKAPCHLKOTO 3acody)

Hoxiep peectpauiiinoro nocsinuenns UA/S637/01/ 02 crpox aii pecerpaiiinoro nocaizveris HEeOOMEKEH I

Cepist nikapenkoro sacody Ne KLIN22001C KinbkicTs 8Be3eHOIO HiKAPCLKOrO zacody 56180

Bupodnnk Maxneoac DapmacsioTHRaC Jimiten, Iunia

(alisicnyBains supoSHika MKAPCLKOIY 3acody, kpafiu (1oXoLKReHIA)

Bpeseno s YVipainy Tosaprerno 3 o6arescenoro BIATIOBIXAABHICTIO "MAKJIEOAC

DAPMACLIOTIKAJIS JUMITE", incur, xon: 37354108

tHaiiMenysaing 1a ko 3a €APIIOY 10 AT ocadn ado npissHine, IM'A, 10 BATLRORI
- 1 -
Pi3nunor ocod - nipieMus. i aicie NPOAHBAMY Ta peceTpat fas HOMED OOUTIKOBOT

RAPTRH 1ITHIKA 110AaTKiB 200 cepis Ta HOMED nacropra)

Jadoparopuui ananiz sxocri AIRAPCLROTO 30C08Y 3a1iCHeH NI

TOB "Texnonas" (a.J1 bBIB, BY/1. Januia Anocrona, 2)

(Hafinenvaanng Ta MICHC AN Q1 S aa0oparopii, no nponeaa Aadoparopit auaais AKOCTI)

BHCHOBOK U010 sKk0CT] Jikapenkoro 3acody, siaannit naboparopieo six 23.08.2022 No 0716

Pesynbrary 1200PaTOPHOro aHam 3y aK0CT] MKApPCLROro 3acody 34 NEPERIPCHIME MOKAZHITKAMI B JUTOBH1A10TL

BHMOTAM MCTOUIB ROHTPOMO AKOCT (ananiruy HO-HODMATHBHOT AOKYMEHTALIT).

3a  pesvieTarami ACPAKRABHOTO  KOHTPOMO  BETAHOBIEHO. (10 JUKApCLRIT  3aCi0  BBeseno g Ykpainy 3

HOTPDHMAHHSIM sisor SAKOHOIABCTRA 11010 3a0e3ne4en s SkocT] JIKAPCLRHX 3aco0is.

o

Havanpuuk Muxkosna XOJ QL{EEI KO

———— -— AR RS - o S AL R s T A m R Ry M A e S

(nocwiosa ocody

E\‘}'lhl | - ‘ ._: / «dz

OPFANY ACPEASNOrO ROWIPOIIO) (NLae) (1 ri}i‘fiﬁl:.j}j_}ﬂ—ﬂ-]

-------------------- - -:‘.-.-.-.-.4-;.1....._._..--..._-. e e ——

A ¥
.H.:_{'.FE'? N

isRlle)




r

B .

- = M a—

R T A Y AT A e e AR T o

T ToBApHCTEO 3 00MEKRHOD
< “!,E,-'f" o f:’.;ﬁ?;fﬁ" Bianosizaaviicrio "TENIIOQJ AL
)fEHXF‘j—/C) .,:Iﬁf;()lm'l‘[)}}lﬂ BIHUPOOYBATHIA
: n.JIBRIG, 8V0. Hanwisa Anoctona. 2. ten/dake:
32) 292-25-79. email: texnolab@amail.com
BucnoBor mono seoeri Mo 0716 sin 23.08.2022
Husua 2paswa; AEBOMAIR vabaersin, srpiml miiskoson ado. TOHROI0, 110 SCO s no 3 radaeron
Gactepl; no b OnicTepy B xapToHEIN yiarosw
Pecorpasiiiumit iosep: (082
Bupodunureo: Saeone dapsackionname Hivives, s
Hosep vepit: ELNZ2001C
Buiayvweno: T30B "MARKINEQHC OAPMACT ;[OIH&J\ H3 HIMITEI, v lauTs, aya. Qaexkch
HosGyiua, 37, Anteunnit cxnaa Noi Bin, sya, Qaescn Joedyws, 37
Quiepsa o ehy Azpirasta enyda Vipahin g  JRIPCLREN sacofis 1 ROHTPOIIO 32 HABKOTHEAM)
CYupoBiuiingi 1oxvaten AeT Ne 4431-002,4.1,002.0/2-22 5in 17.08.2072 2
AnTa siabopy dpasika: 2082022
Aara oaepmani: 190582077
Cran apasicn; 3PAZOE B ST APIAATHOMY LI APOBSACHIA BHNPOOVBAHR
R wonrpess: 3a POIROPATLACHAN deprikenyxon {srimo Harasy MO3Z Yiepaing v 29.09. 14 e
G773 0f0B  A3KOBEM IDOBEACIHIA AHILIBY 30 MOKASHIRANM “lacirudirauis®,
“ILLRicHe sasnayeng )
Adara suronanua podir: P9.08.2002 -23.08.2027
DCe _poBegenst podiv: Aadoparopis sinpodysankig TaOB «Texinaaty
HAL, BlanosiiHo 1o awol MEF a0 PTT MNe UAZLSS 01702, 35
NPOBOGANERCE GHAIT;
' (TOKUBHH K1 [ Bimoris H Ha meTop EHJ’E;JGG}’EHHHH - ;r FeaynebraTy
E(Jms;r; B Kancynonoaitni nsoni QBUNYEAI TADRETRY, BRPUT nRiakoace .  Bignosizes
f Gﬁﬂnm-'r:en} KOPHSHEBO-URPACHOIC KONSOMY, rMankt 3 NsOy CiOPRIH,
fige:--:nacj,}::ﬁm.géﬂ T Nesodginocawm: Vae YTPAMYEAHA OCHOBHOMO NiKY Ha Blanosinac
xpmtmoma Aax ounpobosyoanoro i CTaHARPTHONS poauMHiz,
OUTPUMEHUX 1P KINbEICHOMY BUSHINEHH. TOBMHMN] chnianasary.
2. Yd-cnenp urnpobosyeanare | CTdHABPTHOMD POBYKHY hae Binnonigac
HORAIYBATH MARCHIY W T MIHIMYN RPW CAHIR | T we 20 B XxGHAi,
3. TwTeny SIDKCHAT YTaopoeThen xopTe Dapongung, Bignoeiagg |
4. 3ani3a oKkoua YTROPIDETECH CUKIT 0Ca s, Binnosiasae
Cepenna wacs 0936 mr + 59 Bizsinosizae
: GS8,8 rar
QHHOPIAHICT S niac HL Ginbine 2-x i3 20 ratnarok HC}A{}'“Tb MITH BIAXHNEHHR Bij Binr‘mﬂi,qac
| LREANLOT Macy Dinuwe, Hik ya 5 © Yo | MOAHEA 3 HAX He FOeuHkE MaTe -3%/+3%
! H'flwns«: HHAT B17} CCREaHeol 1aci Girblwie, 1K Ha 10 5%
| {INERICHE BHaYaseHHA Nesodnorc: umy (0.0 % - 105.0 % gin 3anenonot KINbrocti): 4500 504.4 rarfrabn.
; - erﬂ{j LECETaDn, 106,89 %
YNAaKorks Briano sisor MK 3ENosinac
FedapRyeonns SPIAHO Evnior RS Binnosinac
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BHCHOBKH:  Buenonok woeto sxocti Mo 07 6 81 23.08.2022 niarsep AYE, WO NCPIBIPCHIIT IOk npendapary
JEBOMAK Tatneris, BEPUTL it a k0B 0001018010, 10 500 st o S TAadheTOR ¥ OalcTepi no |

GIICTEPY B KAprOHEL voakoril No co pif ELN22001C, ngtpmmnum Marneoac dapsacbioTirdne
WITNR [ Haist vianosiaac sraores: MES g0 PIT e VUALGIT01/02, anints 20 Banc uenmang BUMLC
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHM3A

- -

2 Manufacturer Country

I | Nameof Product | LEVOMAC FP-0355/22 iz
T e | evolloxacin S00OmMgy | 0
_-l-'iilf%ls;;élf}'ﬂi;l-;iiH JEBOMAKR Date: lepmasa-Bapobing Livmig
NPoAYKUIT {(Jlesothaorcaunnuy 26/03/2022 |
FeMITIIPATY enBis, Hara;
Jesourorcannny SO0 mr) | 26.03,2022 |
3 1 Registration 4 Strength/potency of the | 500 mg
| eerRete No | ya/8637/01/02 -medicinal produet | ___ =
Hosep pecerpauniii- C Chaa il / akrusnicTs S00an
HOTO BOCBIAMCHIN _MRApebLROTO 38¢00y |
- 5 | Dosage Form film coated tablets 500 mg 0 | Pack Size Ne § (8x1) in blister
inecarton box
| lika []E‘[-H:;-Ehﬂ;_}?-t;} TADACTIH, BRPUTI HAIBOBOI) 0DOTOHKOIO, - Possip i Thn NeS (3x1) v daicrepi
' no 300 mr . ¥YTIAKOBRIL, B RADPTOHII VIIAKOBIL
7 | Packing Batch No 8 ' Date of Manufacturing |
Hosep ynakopanof | ELN22001C Aara supobuangrsa 11/2022 |
cepil L
Pocking Bateh Size 587 350 Tablets (117470 packs) 9 Date of Expiry
Poimip ynawonanoi | 587 350 radaerow (117470 YMAKCGBOK) Aara surinsenns 12/2024
cepit e Cepainyupwarwecd o
. 10 | Name, address and license numbers of VHE unit ¥Vacleods Pharmacenticals Limited
| Unit-ti, Plot 12, 15, 21, 23, 24, 25, 26,27, 28 &
30, Survey No. 306, Premier Industrial Estate,
| Kuchigam, Daman, 396210, [adia,
Mg, Lic. Ne DD/375, Ne DD/376.
Haiisenysanns, micnesnaxo/iaenns ta HOMEPI JTHUeH3IR Beix Marieoae Mapsiackioruranc Jdisviren
- ALK 10 BHDODHHNTBY | KOUTPONO sikoCTI ®Masza 11, Haor Ne 12, 15, 21, 23, 24, 25, 26, 27, 28
- 130, Ciopaeit N2 366, Mpem’ep Tngacrpiaa leveiir,
Kaunram, layan, 396210, Tnadis.
Bupobunua, ainensis e DD/37S, Ne DD/376
I [ GMP Certificates No / Date 069/2021/GMP Valid i1l 13.07.2023 B
Cepradiarn sianosiznoeri GVP st seix A0 stn01 1o GO9/202H/CMP Tepsmin aif 13.07.2023
BHPOBHHUTBY | konTpoino sikocti ado (P uasnsnoeri) HOMED '
HOCHINHEL B B3 N
Ludra GAP
12 | Result of Analysis/ Pesvanraru nposegenus ananisy, .
S, J Tests/ Specifications/ Results/
No. | Tlosrog Crneundirnauis Peivasrary
Nb | ¥ .
_nin_M
1 apsule shaped biconvex tablets, film-coated, ved- Capsuie shaped biconvex tablets,
rown color, smooth on both sides. film-coated, red-brown color, smooth
on both sides, o
aney 1ouoaidii  apoenykosi  tadaeriki, srpnTi | Kancyaonogidni asoonyrosi Tadaer-
IHBROBOKW  oGononixolo, KOPDHYHCBO-YEPBOHOTO | KH, | BRPUTI WTIBKOBOIO o000 K010,
ROJBORY, IR 3 000X eropin, ROPHUNEBO-UCPBONOIG KROJILOPY,
] ) ,m cropin,
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MACLEODS Uikraine
PHARMACEUTICALS Kiev
LIMITED Zdotbunivska str., 7-D

02081

Tel/ffax: +38 044 374 42 94
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Retention time  of  levofloxacin on the
chromatogram of test and standard solutions

obtained during the Assay for Levofloxacin must
match,

UV spectrum of analyzing and standard solutions
should indicate maximum and minimum at one
and the same wavelength.

Titanium Dioxide

Appearance of veilow colouration

Iron Oxide

Formation of dark blue residue.

Complies

Complies

Complies

Complies

lnenridianin

Jiesoduiorcanns,

Hac ¥rpuMyBauns 0CHOBHOO HKY Ha
XPOMATOCEPDAMAX BINIPOOYBANOIO | CTAHARPTHOLD
PO3YIRIB, 0TpHMalX B Xo4i kiabRicHoI
DBHIHAUCHIA HOBRANUO 3BIraTHCSL
Y-cnewrp sunpodysanoro i CTARIAPTHOTO
POIHHMNIB HOBHEHT ROKABYBATH MAKCHMVM |
MIHIMYM 10 OHIB Q0BARHHE XBILTI

Turany aiowen.

Mosisa skopTOre 3adapsacis

3aaiza owenna,

YTBOPCHHN 0CAZY CHILOIO KO LOPY

Bianopinac

Bianorijac

Bianonigac

Bianosinae

f3 Average weight 693.6 mg +5 %, 692.68 mg
' Cepeans maca 6936 Mr£ 5 ¢ 69268 sr
4 Uniformity in Not more than 2 of 20 tablets can have deviation of | Min : :-1.34 %, | o
weight more than £ 5 % from the average mass and not a 1 Max : .21 %o l
single tablet ui 20 tabiets should have deviation of
more than + 10 % from the average weight,
Oasopimtiers sacn | He Gictnine 2 3 20 1abiieromn MOIRYTE MATH Miun: -1,34 % )
| BIAXHACHUN BIA cepesubol Mach Giibas His ma + Mawe: 1,21 %
8%, 1 AOIHA 3 HHX He NOBHIIA MaTH BLANHACH HH
Bi/l CCPEANLOT MacH, Giabug min £109%.
3 Loss in weight Not more than 4 % (w/w) 2.22 %
on drying
Bypata macn He dianuie 4% (3/ar) 2,22 %%
HPH CYTiint
6 | Dissolution Not less than 75 % (Q) of labeled amount of (1) 100 (2) 100 (3) 99 -
. levofloxacin in 30 minutes {(4) 100 (5) 100 (6) 100
Posununicrs He steumie 75 % (Q) pig 3assienoi kinbrkoeti (1) 100 (2) 100 (3) 99 o
JeBodtorcainy 3a 30 xp (4) 100 (5) 100 (6) 100 -
7 Related substances Individual Empurity - not more than 0,20 % 0.034 %
Total Impuritics - not more than 1,0 % 0.66 %
Cynyrni gomimrn PHANBIAYAALHOF HEBIAOMOT NOMINIIH: He GLlnLe {i 2% | 0,034 %, h _
Cyma 20MimoK: He dianuie | N} A 0,00 %
8 Residual quantity Isopropyl alcohol - not more than 3000 PN 88 ppm
of organic solvents Dichloromethane - not more than 500 ppm Below limit {}f{icteatmh -
Jaammkost  Kign- Crupr onpouizoennii — e dianute 3000 pPpm 88 ppm 1

FLivacae sesni Tbhli‘lIDTD
BH3HAYUCHHS

KOCTE  opragiunnx | JHaxaopseran — ne 6Lisme 500 ppm
PO3HUNNIRIB
MACLEODS Ywpatua
PHARMACEUTICALS Ko
LIMITED BY.Y, 3’{@_,
U"’USI
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{1 Assay For Release: |
: From 475.0 to 525,0 mg of the stated amount of 501.57 mg
Levofloxacin (95,0-105,0% of the declared 100.3 %
amount)

fFor Shelf Life:
From 4580.0 to 325.0% of the stated amount of

Levofloxacin (90,0-105,0% of the declared
1 amount) L ' T
+ Kiabicicte Hpre annryer)y:
| BUIHAUCIH Bia 4750 mr ouo 5250 My oaesodioncauuMdy v | 501,37 mr
radaerui (95,0 - 105,0 % sijx sansaennol KiAbK,) 160, Y
Huanptirini mepaxiny npudaninocni;
Biz 450,0 ar qo 325,80 My jresodpaorcanituy y
~drabaerig (90,0 - 105,80 % sin sasgsacuiol KLTbIC.) ]
12 Microbiological The preparation is allowed:
purity Total number of aerobic microorganisms (TAMC)
not more then 14° CFLU/ ¢ <0 CFU/g
5 Total number of yeast and mold fungi {(TYMCQ)
; not more than 102 CFLU/ g <100 Cl*U/g
' | Escherichia coli is not allowed in Lgmofdrug, ' Abseat
Mikpodioaoriuna B npenapaTi aonycracrnest: E
4HCTOTA 3ALATLHE Y30 ACPOOHIIX MIKPOOPTAHIIMIB .
(TAMC) — e dinnme 10 KYO/r; L <100 KOFE/r
JACRALHE THCA0 ApbRILReBHN Ta wiiciesux rpubis |
(TYMC) — ne 6inte 10° KYO/r, <100 KOE/r
! He aonycexaervest Escherichio coli y1 r npenapaty, | He 3uaiigeno

13 | Comments (if any) -
Wosenrapi (npis
HAHBHOCT). | _
14 "I hereby certify that the above information is true and accurate, This series of products have °
been produced (including packaging /7 labeling) and conducted quality contrel on the above
mentioned stations in full compliance with the requirements of GMP, set by the loeal regulatory
authority, and in accordance with the specifications contained in the registration dossier or trade

e e e P

Application for

Ceriification
| license of the country of the manufacturer or importing country it the products imported or fiie |
-. specifications in preparation for the investigational product. Minutes of production, ]},1{*I{¢1ﬂm§_ 5
L and testing were reviewed and the correspandence GMPx.
' 3aasa npo «Llitm st nigrsepiwyvio, mo nabeaeHa Buiige IH(hopmanisn € aocrosipuow 1 vounoio, Lo eepig
cepridiwauiro. MpoAyKUT 6¥.10 BHPOGIEHO (BRIIOUAIOMH YUAKOBKY / MAPKYBAHHS) | HPOBEACHO KOBTDOAL 11

IKQCTE HA BHUe 3asHaveniii alrauni B nosRiil sianosignocti 3 Bumoravin GMP, seranosiIentyMa
| MICUEBIM PErYISTOPHEM OPTRHOM, 4 TAKOWE ¥ BlanowigHocri 31 creundiraiiamu, Lo MiCTHTHCN 8
peccTpaniiiorsy jgocse afo pecerpanifnomy  pnocnBiMenyi Kpalhtu-sipodnnka ado  kpatii-
{_ IMUopTepa, AKWIO UPOAYKUIS IMUOPTOBRNA, UM B A0ChE crretpsiraniii ua operapart 15 :
AOCHBLARY BANOro nikapebrore sacoBy, TIpotowoan supobinursa, YIAROBRH Ta auaaisip dvire
i DEPErasiiyTo | BCTatioBaeso BiANOBiHicTh GMP », | '
- 15 | Name and position / title of the person issuing the permit issue series /

| [EpisBuume ra nocasa / 3sauns ocobn, M1 BN JA03BIT Na BHNYCK cepil.

. Prepared by/lIliarorosacno Prepared by/llepesipeno ﬂ _1[“.}’:*{3;}:11'&(} by/3arsepuanenc .
HO 12594 ~ HD0Y98Y i HO23618
. Ganesh Ramakant Raut Menul Kumar K Tandel Rahul Motidal Bari




