JIEPYTIKCIYKBA
JEPYMABHA CJIVKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y JHITIPONETPOBCBHKIN OBJACTI

Huinpe, nn.Cobopra.4, k. 601-605, 49003, ren. (066)34541 1
E-mail: dls.dof@dis.gov.ua htips/fwwwidls. gov.ua, Ken €JIPTIOV 37070665

BHCHOBOK
NPOo AKICTL BRe3eHoro B Yrpainy JikapesKoro 3acody

01.07.2021 Ne 29302/21/04

PEMENIA

(HAFMEIYBANTIR JIKAPCEKOTT 33c00Y 3rLIH0 3 PereTPRLIFIMM HoCh 2UeHINM)
Tabaerkn, sBkputi ofoaonkoro, no 500 vr; no 5 rabaeroxy Gaicrepi; no 1 Gaicrepy B
KAPTOHAIA ynaxkoBui

{thopva BARYCKY, J0IYEANIA, BILLAKYBANHS JIRAPCLKOTO 3acny)
Howmep peeetpauiitkoro nocsinverns UA/13896/01/02 crpex zii peecrpauiiivoro mocsiauenns 01.01.2099
Cepis nikapenkoro sacofy Ne 1012210043 Kinnicrs sseseHoro sixapeskoro 3acody 22780

BupoBnK Cimniexe ®apma v, Jiva., Inxis

{redfisenynanis vupaBnuga JikapeLroro @eody. kpaing nosoixenus)

Breaeno s Yipainy Torapuerso 3 o6yewenoio Bianosizansnicrio "TJI Yrpaiua', incnr.
koa: 39476430

(uadisenynauis 7a ko 3a CAPTIOV opiananol ocobn afo nplaskue, s, o Garskosi gidssior
0ce0H - NiAMpHesus. [ Micue npwKkHBAtY T2 peecTpadifinmi novep obrikosal kaprxu TR
noaatkis afo cepis a posepnacnopTa) i

Hpororosa sisyansnoro kewrpomo sin 14.06.2021 N 03-01/1655/3.
JlaBopaTopuid aHATY #KOCT] NiKAaPCRKOro 3acaly saificHen it

TOB "Texnonab" (M.JIbsis, By, Jannna Anocrosna, 2) ,

(nalissenynating Ta sicuesnanorkens aafoparopil, b nposena Aadoparopt vil anaidia axoCTi)
Byicrosox ioae axocti Aixapeskoro sacody. avgaunit tadoparopicio sia 22.06.2021 Na 0766
Pesyaprar nadopatoproro aualisy sKocTi Aikapeskoro sacoby 3a nepesipeHMp ffokankam i BIANOBI AT
BHMOTaM METOIE KOWTPOSIO AKOCT] (ARATITHYHO-HOPMATHEHOT 10KYMeHTaLil).

33 pesyapraTaMu  ACPKABHOTO  KOMTROMO BCTAHOBIEHO. 1D Jixapebrit  3acid seesewo v  Vipaiuy 3
AOTPUMAHHAM 8uMOr 3aK0H012BCTSA WOAO 333EINEUEHAS HKOLT] AlkapehRIX 3ac00iB.

B.o. nauanennka Jlepmasrol caymbn 3
AIKAPCBKHX 3aCO01BFAKORTPOMIO 38
HaproTukas 2 RINpOneTpOBChKI i
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SIMPEX PHARMA PVT, LTD., INDIA
CIMMEKC OAPMA NBT. T4, THAIR
B-4/160/Cadpappmant Enunas, Huio Aani - 110029, ixais
B-4/160, Safdarjung Enclave, New Delhi- 110028, India

Product Name: REMEDIA

fiperapar: PEMELIA A.R. Noy 14210047
Country of origin: India

Kpzina aupobrux: fugin

Reglstration certiflcate Ne:
Homep peécTpaulinore
notsigveHHA:

UA/13896/01/02 valid indefinitely
UA/13896/01/02, ple Beacrpoxono

Active substances:
Hiroui peyoBunmi

1 tablet contains levofloxacin {as levofioxacin hemihydrate] 500 mg

5 yaBAeTHa MICTMTE NBEOGAOKCIUNKY [V suranal nesodNoKcaLuHy remitiaparyl 500 rr

Dosage form:
Nixapcona dopmat

Tablets coated
Tabnerid, Bkpwti 660n0HKGK

size and type of packaging:
Pozmip T3 TN NAXYBAHHAL

S tablets in a blister, 1 blister in a cardboard box marked in Ukralnian

fo 5 TafineTox y Baictepi; no 1 Gaicrepu 8 KApTOHHIR YOEKOBUT 3 MAPHYBAHHAM yIPAIHCERDIO MOBOKO

Batch Nt

Cepin Ne: 1012210043 ‘
Batch size: 24900 " 1
Poamip cepi: packages/ynanosor N

|

Date of manufacture: !
04/2021
farta supofHKUTEa i
Expiration dates
£Hata 3aRkiHYeHHA CTPERY 03/2024

ADKAATHOLTIS

Name, address, and license
number of plots of producing
and quality control:
HafimeHyBaHHR,

Simpex PharmaPvt, Ltd.

LeertHicate from 24,02.2020 Ne17P/1/1/2010/3198 - valid till 28,01.2025

FAICLUEIHAXDAKEHHA Ta HOMEDH Cisnexe Gapma flar 3a., jnals «
©7 no C13.¢ €59 no C64, LsHrp posaATKY Cirrapi {CIJj,HYﬁ}, Cirrapl, Korasap - 246149 Aicrr, Naypl fapxagan, Yrrapakadg , Inaia |

nigensii acix AlnsHKGb 3
BHPOOHKUTEA Ta KUHTPOMO
RHOCTI:

Homep niuensii
i nigenail sl 24.02.2020 Nel7P/1/1/2010/3199 - repain Al go 28.01.2025 p.

UKR Gertificate of GMP
compliance !

Ceprudixar signoeigHoctl
SHAOTEM HANEKHOT
aupofrduct NpaKRTKiM!

€7 to C13 & €59 to C64, Siggadi Growth Center (S1D€UL), Siggadi, Kotdwar - 246149 Disst. Pauri Garhwal, Uttarakhand, India
License numbers from 30/01/2010 Nod/ft)A/2010 [Form 25) and NeafUA/SC/P-2010 [Form 28] tas been renewed by license retention

sig 30.01.2010 NeaUAS2010 (Qopma 25) ta Nea/UASSC/P-2010 (®apma 283, noposswel conTHGIKATOM NOBERHEHHA

Ne: 054/2020/GMP valid till 23.11.2022
NE: 054/2020/GRaP Aig o 24.11.2022

PaynsTaTH ananisie
Analysis resuits

Noxa3ruKk
Indicator

1

Bumori cnalrdinauli

Fozyastath iendry

e

1B

1. Description
Qnucanue

side.
Mpoaonrosaieie, ABORAKGELIAYRADIE, 736NaTEY MEATOrG LBET NONpeITuIE
oBORQUHON, T AvHrelt pasnoMma L GRHOR CTOROHEL

2. 1dentification
U peHTHGUKILMA

salutions, obtained iduring "Assay determination”, should colincide,

CTANGEPIAGIO PACTBOPDS, NOAYHEHKSN B pasaencHonnuecTacHHoe
unpcgencune", AOARHB COBNIRETH.

3, Average weight of the
tablets
{penHAR mEcLa TaBAETOK

2. Uniformity of welght of the
taklels

OpHOPORHOCTS MACCDl
TabneTon

.0 mg £ 5%

Reguirements Resulis B
2 3
tlongated, biconvex, yeilow colored coated tablets, having 3 break line on one
Complies
COOTARTICTRYRT
Retention time of prictpal peak on the chramatograms of tost and standard ‘
Bpema yAepruBsaRua [A2BHOTO NMAKE Ha RPOMETEIPaMMax UCNBITYEMOTC B~ 1 Complics
l caoraetcTaYET 1
[ 1
i 558.8 myg {
l 658,8 mr I

657
667,0 mr £ 5%

o AT T
No more than 2 out'of 20 tabiets can have deviations fram the average weight

by more than £ 594 and none of tham ¢an have deviations from the average
jweight by more than * 10%.

He Goasa 2x uz 20 1264270R MOTYY WMETD OTRNCHEHKA OT cpeanHed raltul

raacest Gonge, dem Ha +10%.

Gonse, yem Ha I5% K HU OAHE ¥X HIK HE MOMET HMETE OTRAGHEHRIA OT tpoaHei

S

S 2.5% o v 3.9%
- 2B an +3,9%

5. Uniformity of dosage unit
CaHopoaRacTs
£0IMPOBAHHEIX BOHNHAL

&, Disintegration time
Pacnapaemolib

£158

inot more than 30 minutes
IHe Bonee 30 munHyT

7. Dissolution
PacTsoperne

ot lass than 75 % {Q} of the deciarad amount of lovofioxacin in 30 minutes
He reenae 75 % Q) o 33A8A8HKOI0 konnqecTaa AesodAOKCaMHA 33 30 MuHYT

i FRENGCT 7115

|
{
!
|
|

| 07 rausyy
£ ot te 101%
557,99% ao 101%

1




8. Reloated substance Jrndividual impurity not more than 0.2%
;Con‘,ﬁ.mﬁynouane NPUAECH Sum af impurity not more than 1.0 % 0.02%
i Urapsuayancran npumecs — ne Bonee wem 0,2 % 0.02%
i [Cyrataa npusaacedt - me onen yem 1,0%
4. Rusidual guantity of solvents :lsopropyl alcchel not more than 5000 ppm. 200 ppm
OLraruymbie voaAMugCIEa iC’mpr HiONponvAossid - ne Bonee 5000 ppm
QuCTRCDMTe NN iDichloromethane not more than 600 ppm 12 ppm
[ Buxnopratan - ve Gonoe 600 ppm
10, Quantitative datormination (Relcase 438.7 mg
Rosinvzc:sennoe onpageserre [475 mg to 525 mg of fevofloxacin (35 % te 105 % of label claim) 09.7 9%
[Storzge Hfe
450 mg to 550 mg of levofloxacin {90°% to 110 % of label claim)
I pu Brinycre: . 498,7 mr
| Cra7s,0 mr a0 525,0 mr nesodnoncaumnHa {85,0% - 105,0% o1 3arBaeHHeT0 99,7 %
KOAWYECTEa)
| LR EpOKa FoaHOLTS
: Ot 450,0 mr go 550,0 rar Acsodnorcaymuia (90,0% - 118,0% ot 3ansneruaro
| KCsvecran)
11, Microbial contamination Microbial Contamination TAMC et more than 1000 clufgm <10 cfufgm
Murpofucneruuccran uncrora {Microbial Contamination TYMC not mara than 100 cfufgm <10 cfufgm
Microblal Contaminaticn Escharichia coli shoutd be absent f1g Absent
Ofuiee uncno aspobHbx MUKPOORra#HIMES [TAMC): £ 10° KOE/r medee 10 KOE/r
Chwee uiero Apommesslx n nazcreosix rewbas [TYMC): € 10° KOE/r menee 10 KOE/r
| Escherichio coli: orcyrersyera 1t orcyTarayeralr

Certification Declaration: “It is hereby cartified that the information given above is true and accurate,
marklegl and quality control was performed at the above facilities in full compllance with the manufs
well as with the sgecification contained in the Master Fite of Ukraine, Manufacturing and analysis pro
m.muJ.aLmLiuLmaﬂiL&anmahiuﬂmmLﬂimﬂdirinal nroditets was asrectained”

32143 npo ceoTudinalio: "L niaTeepaAmy, Wo HaseaaHa BHLLe inopmalin £ gocTonipHeIc | rouso,
TEMApRYEIREA} | NpOBEACHIE KROUTPOAD ¥ AROCT] Ha BAWE3TSAAHIE piankul B noswis signoelaHocti 3 npas
A rarcw y plancaigHocti 3i cneyuding Ui, o mictiTocs B Peeerpauiiinomy qocke Yrpaium, [
TETAHOBAA KO BignosigkicTL npasnnam 8HpOBkuUTEa | KoHTpOMO ArOCT Aikapeerkx 3acabia”,

This product series was manufactured {including its packing and
cturing practice and guality control of medicinal products, as
tocols were considered, and correspondence with the

Un cepin npogysui Gyna aupofinena (exmouarcun YNAROBRY
HAaMN BUPOGMMLTEE § kpsTpoa axoeTl Aikapcewnx 2acobig,
ROTOKOMM BUPoBHULTES Ta npoBeseHNR aHanizia pozraaHyti |

Post Name " Signature Date

Nlocana Wan'a . Hlgrng Hara
Pragared by: .
Ananls nigrorysan: Analyst -QC Mohjf Kumar {21.-' 04.05.2021
Checked by:
,\Hzf];ip;is: Excecutive-QC Ablas Pratap Sing! /®: 04.05.2021
'Approved by s
Ananiz zateepaus: Heaa-Re Mamaj Kumar Bhatt Qlﬁ’,\é 04.05.2021

Date of Release; f‘l
Aate Bunyexy: 04.05.2621 Mama) Kumar Bhatt (—E'—}kfé N
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