.

SIMPEX PHARMA PVT. LTD.

B-4 / 160, Safdurjung Enclave, New Delhi — 110 029. (INDIA) .
Tel: 91— 11 -26169591/92, Telefax : 91 —11 —26169590

SIMPEX E-mail ; simpexpharma@simpexpharma.net

IMoxTBep:KIeHHe COOTBETCTBHS CEPHH JIEKAPCTBEHHOr0 Mpenapara

HammMenoBanve OpoayKuun: Pemenna, TabneTkH, OKPEITHIE 1enoyHok o6onouxoi, 500 Mr

10 mr., 6nmcrep (1), mayke KapTOHHEIE.

Homep cepurr 1012200217

Komauectso (06BEM) 34440 YIIAKOBOK

JaTa Beimycka mponykimy _17/08/2020

BEITTycK IPOAYKIHH OCYINECTRIER B COOTBETCTBHH C TPEOOBAHMSMH HOPMATHBHOTO SIOKYMEHTA
HII Ne JICP-001307/10-100320 u mpyroi OpraHA3alHOHHO-TEeXHOTIOTHIeCKOH JOKyMeHTalHeH
COIVIACHO IEPeYHIO JOKYMEHTOB IIPOM3BOJCTBA JICKADCTBEHHOrO Mpenapara «PeMenua,

TabJIeTKH, TOKPHITHIE IICHOTHOH 0607109K0H, 500 Mr».

BrozuMeni JlekapcTBeHHBIH Ipenapar COOTBETCTBYET TpeGOBaHWAM, YCTAHOBICHHBIM IIPH €TI0
roCyJapcTBEHHOM permerpanuu Ne JICP-001307/10 ot 24.02.2010, a TaxKe B COOTBETCTBHH C
HJT Ne JICP-001307/10-100320.

VI0THOMOYEHHOE JIHIIO < oMb [t é X109} 1w 1
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SIMPEX PHARMA PVT. LTD. INDIA
CHMIIEKC ®APMA IIBT. JTI., HHAUA

CERTIFICATE OF ANALYSIS

SIMPEX CEPTHOUKAT AHAJIHM3A
NAME OF PRODUCT REMEDIA (Levofloxacin), Film coated tablets, 500 mg
HA3BAHHE NPEMAPATA PEMEIHA (Jlesogokcanns), TabneTkH, NOKphITEE MIEHOYHO 06oxoukoii, 500 Mr
COUNTRY Russia A. R. No. 14200117
CTPAHA Poccus Ne AHAJTH3A 14200117
PACKAGING 1 x 10 tablets SAMPLE QTY. 150.000 tablets
YIIAKOBKA 1 x 10 Tabnetok KOJIH-BO OBPA3LIOB 150,000 TaBnerok ]
BATCH No. 1012200217 SAMPLING DATE 11/08/2020 A(
Ne CEPHH 1012200217 IOATA OTEOPA OBPA3IIOB 11/08/2020 |
BATCH SIZE 350000 tablets DATE OF RELEASE . 17/08/2020 N
OBbEM NMAPTHH 350000 TaGnetox IATA BBIITYCKA 17/08/2020

U}:fc. DATE ’ 08/2020 REFERENCE NTD Specification

TA [TPOU3B. 08/2020 HCTOYHHK Creunduxanus HIT
EXPIRY DATE ’ 07/2023 ISSUED BY Quality Control Department
CPOK 'OOZHOCTH 07/2023 BBIJAHO Otnen xouTpons kauecrsa
Manufacturer Of API: Zhejiang Starry Pharmaceutical NTD No. JICP-001307/10-100320

Co., Ltd.

Mpoussoaurens OC: Kemxunanr " Crappu | HIT Ne JICP-001307/10-100320

- Papmacsiorukan Ko., Jita.
NMPOM3BOIUTENL MANUFACTURER

Crmnexe dapma [Ter. JIrg,,

B-4/160, Cathnapmxanr Suknas, Huio Jemu — 110 029, Uunus
C-7 no C-13 1 C-59 no C-64, Lentp Passurug Curanau,
’fI/IIIKYH, Curanzn, Kormsap - 246149, ITucr. Taypw Tapxsar,

C-71t0 C13 &

Simpex Pharma Pvt. Ltd.,,

B-4/160, Safdarjung Enclave, New Delhi — 100 029, India
C-59 to C-64,
Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India

Sigaddi Growth Center, SIDCUL, Sigaddi,

YTrapaxaua, Huaus

RESULTS OF ANALYSIS

PE3YJIbTATBI AHAJIU3A
8. No TEST SPECIFICATION RESULTS —’
I1. Xe TECT CIIELNHMOUKALIUA PE3YJILTATHI
1. Description Elongated biconvex, yellow colored film coated Elongated biconvex, yellow colored film coated
Visual tablets with a score mark on one side, tablets with a score mark on one side,
Onucanue Mpononrosarsie ABOAKOBLINYKNBIE  TabneTky, | IIpojoArosarsre TIBOSKOBBIMYKITble Tabnerkwy,
Busyaneueiii MOKPBITEIE  [UICHOUHOH  0GomoukoH, efToro TIOKPBITLIC TMICHOYHOH 0G0NoYKoH, xenToro usera o
‘ LBETA C PHCKOH HA 0HOIE cTOpOHe, PHCKOH Ha 01O CTOpOHE.
2. Authenticity The retention time of the main peak in the | The retention time of the main peak in the
HPLC chromatogram of the test solution should | chromatogram of the test solution correspond to the
correspond to the retention time of the main peak | retention time of the main peak in the chromatogram
in the chromatogram of the standard solution | of the standard solution (section "Assay™).
(section "Assay").
Moannunoers Bpems  yncpausannas  ocrosroro niKka  Ha | Bpems  yaepkHBAaHMR  OCHOBHOIO NMHKa  Ha
B3XX XpOMaTOrpamMMe KCMBITYEMOTO DACTBOPA HOMKHO XpOMaTorpamMme HCMBITYEMOr0 pacTeopa
COOTBETCTBOBATE BPEMEHH . YNEPKUBAHHA COOTBETCTBYET BPEMEHH YHEPKHMBAHHA OCHOBHOMD
OCHOBHOIOQ THKa Ha ¥pOMATOrpaMMe | MHKA Ha XpoMaTorpamme CTaHAaPTHOro pacreopa
CTAaHJaPTHOrO pacrsopa (pasnen | (pasaen «KonuuecrseHHoe OTIpENENeHHen),
«Konnyecrpennoe onpenencHuey).
3. Average weight and 667,0 mg = 5% 660.9 mg
deviation from average 18/20 tablets — Not more than + 5% -2.0% to -+1.9%
weight 2/20 tablets — Not more than 10%
GP RF
Cpeauss Macca H 667,0 Mr+ 5% 660,9 mr
OTKJIOHEHHE OT cpeaHei 18/20 Tabnetok — ne Gonee + 5% Ot -2,0% no +1,9%
Maccel [ PO 2/20 Tabnetox — ne Gonee + 10%
Specific rotation Between minus 85° to minus 115° -96°
EP
y- nawenne Ot Mugyc 85° 10 Mumyc 115° -96°

K
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SIMPEX PHARMA PVT. LTD. INDIA
CHUMIIEKC ®APMA MBT. JTN., HHIRA

CERTIFICATE OF ANALYSIS
SIMPEX 5 CEPTUOHKAT AHATTH3A
NAME OF PRODUCT REMEDIA. (Levofloxacin), Film coated tablets, 500 mg
HA3BAHYE TIPEIIAPATA | PEMEIMA (Jlesodnokcauus), Ta6eTkH, TOKDHITEIC IIEHOSHOM 060n0uKoi, 500 Mr
COUNTRY Russia A.R. No. 14200117
CTPAHA Pocens Ne AHAJHBA 14200117
PACKAGING 1x 10 tablets SAMPLE QTY. 150.000 tablets
YIIAKOBKA 1 x 10 TabneToK KOJU-BO OBPA3LIOB 150,000 Tabnetox
BATCH No. 1012200217 SAMPLING DATE 11/08/2020
Ne CEPHH 1012200217 JIATA OTBOPA OBPA3IIOB | 11/08/2020
\Twrcn SIZE 350000 tablets DATE OF RELEASE 17/08/2020
OBLEM [APTHM 350000 TabneTox JATA BBIIYCKA 17/08/2020
[ MFG. DATE 08/2020 REFERENCE NTD Specification
| JATA ITPOH3B. 08/2020 HCTOYHHK Crcimdukama HIL
EXPIRY DATE 07/2023 ISSUED BY Quality Control Department
CPOK 'OJHOCTH 07/2023 BBIJAHO Ornen KOHTPONA KadecTsa
Manufacturer Of API: Zhejiang Starry Pharmaceutical NTD No. JICP-001307/10-100320
Co., Lid.
TpousBoaHTE b oC: Kemxmanr Croppn | HI e JICP-001307/10-100320
dapmacsioTikan Ko., JItn.
TIPOH3BOJTUTEND MANUFACTURER
Cymnexc Papma [T, JITA, Simpex Pharma Pvt. Ltd.,
B-4/160, Cadnaproxanr Dyxnas, Heto Jlem - 110 029, Hanna B-4/160, Safdarjung Enclave, New Delhi — 100 029, India
C-7 no C-13 n C-59 no C-64, Ilentp Passaris Curanm, C-7 to C-13 & C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddi,
CUIKYIL Curanma, Kotasap - 246149, Iucr. Maypu Fapxsar, Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India
Vrrapaxauy, Mamms -
RESULTS,OF AN ALYSIS
PE3YJILTATHI AHAJIM3A
5. Related impurities Any individual impurity - ot more than 0.2 % 0.03 %
HPLC Total impurities - not more than 1.0% 0.09%
Poncreennble NpHMecH Tlio6od eaMHMHOH TIpAMECH — HE Gonee 0.2 % 0,03%
BOXX Cynmma npumeced — He Gonee 1.0% 0,09 %
6. Dissolution Not less than 75 % of the claimed quantity of 101 % to 102 %
Usp, HPLC levofloxacin should pass in to the solution within
30 min.
PacTsopenne THe menee 75 % OT 3a4BNCHHOIO KOTHIECTBA 07101 % 1o 102 %
USP, BOXX nesotroKcaTMRa JODKHO nepefiTH B pacTeop 32
30 mpL
T Loss in weight on drying Not more than 4.5 % 3.0%
EP
IloTeps B macce DpH He Gonee 4,5 % 3,0%
poicywmsanun EP
. 8. Residual organic Methylenechloride —not more than 600 ppm, 70 ppm
solvents 2-propanol — not more than 5000 ppm 315 ppm
GLC
OcTtaTouHbIE Meranerpoiopiaa — he Gonee 600 ppm, 70 ppm
OpraHHvecKHe 2- uponasona - He fonece 5000 ppm 315 ppm
PACTBOPHTEH ;
9% Microbiological purity Category 3A _
GP X1I, Total number of aerobic bacteria not more than Less than10 CFU/g
10%inlg
) Total number of fungi not more than 10%in1g Less than10 CFU/g
Escherichia Coli is absent in 1g Absent/g
Muxpoduoioracckan Kareropra 3A
HHCTOTA OBmee smco 23pobHbIX Gaxrepnit ne Gonee 10° Menee 10 KOE/T
I XII, slr
rRequisites \ Prepared by Checked by Approved by
PeKBHIHTEI TlonroToBJIeHO Ilposepeno Yreepxaeno
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SIMPEX PHARMA PVT. LTD. INDIA
CUMIIEKC ®APMA IIBT. JIT/L., HHIUSA

CERTIFICATE OF ANALYSIS
SIMPEX CEPTHOUKAT AHAJIM3A
NAME OF PRODUCT REMEDIA (Levofloxacin), Film coated tablets, 500 mg
HA3BAHHE TIPENIAPATA | pEMEIUA (Jleodoxcaunn), TabNeTKH, MOKPHITEE IIEHOYHOR 060109K0H, 500 Mr
COUNTRY Russia A. R. No. 14200117
CTPAHA Poccna Ne AHAJTM3A 14200117
PACKAGING 1 x 10 tablets SAMPLE QTY. 150.000 tablets
YINNAKOBKA 1 x 10 TaGnerox KOJIA-BO OBPA3LIOB 150,000 Tabnerok
BATCH No. 1012200217 SAMPLING DATE 11/08/2020
Ne CEPUH 1012200217 JATA OTBOPA OGPA3LOB 11/08/2020
BATCH SIZE 350000 tablets DATE OF RELEASE 17/08/2020
OBLEM TTAPTHU 350000 Tabneror JATA BBIITYCKA 17/08/2020
MFG. DATE 08/2020 REFERENCE NTD Specification
JJIATA ITPOU3B. 08/2020 HCTOYHHMK Creuudmxauns HIT
EXPIRY DATE 0772023 ISSUED BY Quality Control Department
CPOK I'OJHOCTH 07/2023 BBIJAHO OTaen KOHTPONA KayecTea
Manufacturer Of APIL: Zhejiang Starry Pharmaceutical NTD No. JICP-001307/10-100320
Co., Ltd.
IIpoussoauTens OC: XKemxuanr Crappu | HA Ne JICP-001307/10-100320
Dapmacsrotukan Ko., JItn.
IMPOU3BOJUTEIIL MANUFACTURER
. Cumnexe ®apma Ist. JITa,, Simpex Pharma Pvt. Ltd.,
B-4/160, Capaapokanr Duxnas, Heio Jenu — 110 029, Uunus B-4/160, Safdarjung Enclave, New Delhi ~ 100 029, India
C-7 no C-13 u C-59 no C-64, Lientp Paspurus Curazau, C-7 to C-13 & C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddji,
CHJAKVII, Curannu, Kotasap — 246149, Jucr. Maypn Fapxsan, Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India
Yrrapaxann, Mnaus E

RESULTS OF ANALYSIS

PE3VJIbTATEI AHAJIM3A
O6uee uucio rpuGos He Gonee 10°s 11 Menee 10 KOE/r
. Orcyreraue Escherichia Colin 1T OrcyrersyroT/r
10. Assay Levofloxacin — 450.0 — 550.0 mg/tablet
Levofloxacin 501.5 mg /tablet
HPLC
KonuuecTeeHHoe
onpeaeieHye Jlesodnokcauns — 450,0 — 550,0 mr/Tabnerxka 501,5 mr /rabnetka
JlesodnokcaluuH
B2XX
11. Packaging 5 or 10 tablets are placed in a contoured cellular | 10 tablets are placed in 2 contoured cellular pack
pack made up Of PVDC film and aluminum foil. | made up Of PVDC film and aluminum foil. 1 blister
1 blister strip along with instructions is placed in a | strip along with instructions is placed in a cardboard
cardboard box for use. " | box for use.
Packaging <<In bulk>>:
5 or 10 tablets in a contoured cellular pack made
up Of PVDC film and aluminum foil.
For a dosage Of 250 mg: 660 or 880 blister packs,
For a dosage Of 500 mg: 540 or 720 blister packs,
For a dosage Of 750 mg: 420 or 560 blister packs
packages in a cardboard box.
Packaging at LLC <<Interpharma>>:
5 or 10 tablets in a contoured cellular pack made
up Of PVDC film and aluminum foil. 1 blister
strip packaging along with instructions is placed
in a cardboard box for use (TY 5453-010-
04766354-2006).
Requisites Prepared by Checked by Approved by
PeKBH3HTHI IMoaroToBneno IIposepeno YTBepxaeHo
Name Q . ~
Hmsa laLZG@“lP Lrp, ﬁb(? peecf / < ?W JFne -
Designation ! 7 . ‘
- o AL . . ]
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SIMPEX PHARMA PVT. LTD. INDIA
CHMIIEKC ®APMA IIBT. JITH,, THIHA

CERTIFICATE OF ANALYSIS
SWPEX CEPTHOUKAT AHAJIHM3A
NAME OF PRODUCT REMEDIA (Levofloxacin), Film coated tablets, 500 mg
HA3BAHME NPENIAPATA | pEMEJMA (Jesodnokcammu), TabneTku, TOKPEIThE IWIEHoYHOH 06onouxkot, 500 Mr
COUNTRY Russia A. R. No. 14200117
CTPAHA Poccus Ne AHAJIM3A 14200117
PACKAGING 1 % 10 tablets SAMPLE QTY. 150.000 tablets
YIIAKOBKA 1 x 10 Tabnerok KOJIH-BO OBPA3LIOB 150,000 Ta6netox
BATCH No. 1012200217 SAMPLING DATE 11/08/2020
Ne CEPHH 1012200217 JJATA OTEOPA OBPA3IIOB 11/08/2020
BATCH SIZE 350000 tablets DATE OF RELEASE 17/08/2020
OBBLEM NAPTHH 350000 tabnerox JATA BBIIIYCKA 17/08/2020
MFG. DATE 08/2020 REFERENCE NTD Specification
JATA INPOU3B. 08/2020 HCTOYHHK Creudrraims H/
EXPIRY DATE 07/2023 ISSUED BY Quality Control Department -
CPOKTOOHOCTH 07/2023 BBIJAHO QOTen KOHTPOJA Ka4ecTsa
Manufacturer Of API: Zhejiang Starry Pharmaceutical NTD No. JICP-001307/10-100320
Co., Ltd.
TIpoussoauTear PC: Kemknanr Crappu | HI Ne JICP-001307/10-100320
dapmackioTrkaa Ko., JITa.

IIPOH3BOJUTEJD MANUFACTURER
Cumnexe @apma I1st. JITa., Simpex Pharma Pvt. Ltd.,
B-4/160, Cadmapmxanr Duxnas, Heio Jean — 110 029, Hunua B-4/160, Safdarjung Enclave, New Delhi — 100 029, India
C-7 no C-13 1 C-59 no C-64, Uentp Passurua Curamny, C-7 to C-13 & C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddi,
CUOKYJ, Curaman, Kotasap — 246149, Muer. [Taypu I'apxean, Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India
Yrrapaxann, Muaous -

RESULTS OF ANALYSIS

. PE3YJLTATBHI AHAJIM3A
Packing at LLC <<Pharma [nternational Company
Russia-CIS>>:
5 or 10 tablets in a contoured cellular pack made
up Of PVDC film and aluminum foil. 1 blister
strip packaging along with instructions is placed
in a cardboard box for use (TY 35453-010-
04766354-2006).
o 5 wmn 10 TabneTok B KOHTYPHYK A4eHKOBYIO
ynaxosky w3 [IBJX rmieHKH H &TMOMHHMEBOH
donery. 1 KORTYpHYIO S4EHKOBYKO YNakOBKY
BEMECTE C MHCTpPYKUMEH 10 [PMMEHEHKIO
NOMEILAIOT B KAPTOHHYIO NadKy.

TTo 10 Tabnerox B KOHTYPHYIO AYEHKOBYIO YNAKOBKY
w3 TIBOX naedkd M amomunnesol domerm. |
KOHTYpHYIO . A4eHKOBYI0 YNaKOBKY BMecTe C
WHCTPYKIMEH 110 NPUMEHEHHIO TOMEL&OT B
KApPTOHHYIO TIa4Ky.

Ynakoska

Yunakoska «In bulk»:

o 5 unx 10 TabneTok B KOHTYPHYK A4eHKOBYIO
ynakosky u3 [IBJX mniaeHkM u aUOMMHMCBOH
donsry,

Jna Qosuposku 250 mez: mo 660 wnu 880
KOHTYPHBIX A4CHKOBBIX YTIAKOBOK,

ons OQosupoexu 500 mz: mno 540 wm 720
KOHTYPHBIX A4eHKOBEIX YNAKOBOK

Jns dosupoexu 750 mz: no 420 mam 560
KOHTYPHBIX A4EHKOBBIX YITaKOBOK.

Ynakoska Ha Q00 «HHrepdapman:

ITo 5 nin 10 TableToK B KOHTYPHYHO A4CHKOBYIO
ynakosky u3 [IBJX TrUleHKH H IOMHHHEBOH
donery. 1| KOHTYPHYIO SYEHKOBYK) YNaKOBKY
BMECTE C MHCTpYKUHMEll 10 NpHMEHEHHIO
noMemaioT B KapronHylo nauky (TY 5453-010-

Requisites
PeKBH3HTBI
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SIMPEX PHARMA PYT, LTD. INDIA
CUMITEKC ®APMA IIBT. JITH,, MHAA

‘Yrrapaxasz, Muous

L

CERTIFICATE OF ANALYSIS
SIMPEX CEPTU®UKAT AHAJIM3A
W\ME OF PRODUCT REMEDIA (Levofloxacin), Film coated tablets, 500 mg,

HA3BAHWE IPEMAPATA | PEMEIMA (Jlesoprokcaun), TabaeTxs, HOKpHITHE TIEHOUHOM oGonouKoH, 500 Mr
COUNTRY Russia A. R. No. 14200117

CTPAHA Poccus ) Ne AHAJTH3A 14200117
.PACKAGING 1 x 10 tablets SAMPLE QTY. 150.000 tablets
YIIAKOBKA 1 x 10 Tabnerok KOJIM-BO OBPA3LIOB 150,000 Tabnetok
BATCH No. 1012200217 SAMPLING DATE 11/08/2020

Ne CEPHH 1012200217 JATA OTBOPA OBPA3LIOB 11/08/2020

BATCH SIZE 350000 tablets DATE OF RELEASE 17/08/2020

OBBEM INAPTHH 350000 Tabnetox JATA BBLUIYCKA 17/08/2020

MFG. DATE 082020 REFERENCE NTD Specification
JATA JIPOU3B. 08/2020 UCTOUYHHK Cnemaduxauus HI
EXPIRY DATE 07/2023 ISSUED BY Quality Control Department
.CPOK rOJHOCTH 07/2023 BBIJAHO QTaen KOHTpONA KadecTsa
Manufacturer Of API: Zhejiang Starry Pharmaceutical NTD No. JICP-001307/10-100320

Co., Ltd.
poussoautean OC: Wennuanr " Croppw | HINe JICP-001307/10-100320
®apmacsiotrkan Ko., JIta.

NPOU3BOJUTEJL MANUFACTURER

Cumnexc ®apma e, JlTa., Simpex Pharma Pvt. Ltd.,

B-4/160, Catdnapixanr DHKNas, Huto Jenu — 110 029, Meansa B-4/160, Safdarjung Enclave, New Delhi — 100 029, India

C-7 nio C-13 u C-59 no C-64, Llentp Passutua Caranau, C-7 to C-13 & C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddi,
CUOKYJI, Curanam, Korasap - 246149, Oucr. Taypu 'apxsar, Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India

RESULTS OF ANALYSIS
PE3VJILTATHI AHAJTHU3A

—

04766354-2006).

Vrakopka Ha 000 «Dapma MurepHeRumHaL
Komnang Poccus - CH»:

o 5 wnu 10 TabneTox B KOHTYPHYIO A4eHKOBYIO
ynaxosky 3 TIBJX nucHkd # ANIOMUHUEBOH
doneri. | KOHTYpHYIO SUEHKOBYIO YTIaKOBKY
BMecTe C  MHCTpYKUMelH 10 TIpMMCHEHMIO
nomewaior B kaprounyo nasky (TY 5453-010-

04766354-2006).

12. Marking

Primary packaging (blister) of the drug:

On blister strip packaging in Russian indicates:
trade name of the drug international
nonproprietary name; dosage form; dosage;

number of tablets in blister strip packaging; name Complies
of manufacturer, its address, factory address and
logo (made in English); the manufacturing license
number; batch number; date of manufacture;
expiry date (shelf life); technical mark (2D-code)
(if necessary). Perhaps technological marks of
packaging.
Second ackaging (cardboard box):
On outer carton in Russian language is indicated:
trade name of the drug; international Complies
nonproprietary name; dosage form; dosage;
number of tablets in blister strip packaging; name
and content of active ingredient in one tablet;
inscriptions: “Propylene glycol is part of the
preparation”, "Use as directed by a doctor in J
accordance with the attached instructions™;
[ Requisites Prepared by Checked by Approved by ]
PexkBH3INTBL TloaroTosJieHO IIpoBepeHo YTBepKIEHO
‘Name ' £ ptl
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SIMPEX PHARMA PVT. LTD. INDIA
CUMIIEKC ®APMA NIBT. JITH,, MHIAS

CERTIFICATE OF ANALYSIS

SIMPEX CEPTHOUKAT AHAJIH3A
NAME OF PRODUCT REMEDIA (Levofloxacin), Film coated tablets, 500 mg i
HASBAHHE NIPENAPATA | pEMETHA (Jlesodokcamun), TabeTiu, NOKpHITEIE MISHOUHOM 060704KOH, S00 Mr
COUNTRY Russia A. R. No. 14200117
CTPAHA Poccus Ne AHAJIN3A 14200117
PACKAGING 1 x 10 tablets SAMPLE QTY. 150.000 tablets
YIIAKOBKA 1 x 10 Tabnerok KOJIN-BO OBPA3LIOB 150,000 Tabnerox
BATCH No. 1012200217 SAMPLING DATE 11/08/2020
Ne CEPHHM 1012200217 JATA OTEOPA OFPA3LIOB 11/08/2020
BATCH SIZE 350000 tablets DATE OF RELEASE 17/08/2020
OBLEM MMAPTHH 350000 Tabnerok JATA BBITYCKA 17/08/2020
MFG. DATE 08/2020 REFERENCE NTD Specification
JATA TIPOHM3B. 08/2020 HCTOYHHK Crneundmxauus HJI
EXPIRY DATE 07/2023 ISSUED BY Quality Control Department
CPOK I'OJHOCTH 07/2023 BBIJAHO Orzen xouTpons kagectsa
Manufacturer Of API; Zhejiang Starry Pharmaceutical NTD No. JICP-001307/10-100320
Co., Ltd.
Tponssogurens OC: Kemxuanr Crappn | HIO Ne JICP-001307/10-100320
. Dapmackiotukan Ko., Jitz.
NMPOU3BOJIUTEJL MANUFACTURER
Cummekce ®apma e, JlTa., Simpex Pharma Pvt. Ltd.,
B-4/160, Cadnapnsanr Inuknas, Huto e — 110 029, Humus B-4/160, Safdarjung Enclave, New Delhi — 100 029, India
C-7 no C-13 u C-59 no C-64, Uentp Passuris Curamnu, C-7 to C-13 & C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddi,
CHUKYJI, Curamm, Korneap - 246149, Oucr. Maypu Tapxgar, Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India

Yrrapaxaun, Hians

RESULTS OF ANALYSIS
PE3YJBTA¥bI AHAITU3A

method of application (orally administered);
prescribing  condition;  storage  conditions;
cautionary warnings: «Keep out of reach of
children», «Do not use the drug after the expiry
date indicated on the package»; name, address of
manufacturer, factory address and its logo (made
in English); address, phone and logo consumer
claims organizations (made in Russian and
English); registration  certificate  number;
manufacturing license number; batch number;
manufacturing date; expiry date (shelf life);
barcode; technical mark packaging (2D-code) (if
necessary). Perhaps technological marks of
packaging.

When packaging on “Interpharma” LLC or
“Pharma International Company Russia-CIS”
LLC on a cardboard box in Russian, it is
additionally indicated: the name and address of
the factory of the packaging company.

Packaging “in bulk”.

On a cardboard box label in Russian it is
indicated: trade name of the drug; international
nonproprietary name; dosage form; dosage;
number of packages; number of tablets in blister
strip packaging; name and content of active
ingredient in one tablet; prescribing condition;
storage  conditions; name, address of
manufacturer, factory address and its logo (made
in_English); registration certificate number;

Complies
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SIMPEX PHARMA PVT. LTD. INDIA
CHMIIEKC ®PAPMA IIBT. ITA., HFHIHA

CERTIFICATE OF ANALYSIS
-SIPEX CEPTHOHUKAT AHAJTH3A
NAME OF PRODUCT REMEDIA (Levofloxacin), Film coated tablets, 500 mg
HA3BAHUE IIPEITAPATA | PEMEIHA (Jlesodokcars), TabneTku, NOKpsITHe IeH0YHOH 0600ukolt, 500 Mr
COUNTRY Russia A. R. No. 14200117
CTPAHA Poccus Ne AHAJIM3A 14200117
PACKAGING 1 x 10 tablets SAMPLE QTY. 150.000 tablets
YIIAKOBKA 1 x 10 TaBnerok KOJIH-BO OBPA3ILIOB 150,000 Tabnerok
BATCH No. 1012200217 SAMPLING DATE 11/08/2020
Ne CEPHH 1012200217 JATA OTEOPA OBPA3LIOB 11/08/2020
BATCH SIZE 350000 tablets DATE OF RELEASE 17/08/2020
OBBEM ITAPTUH 350000 Tabnerox JATA BBIIYCKA 17/08/2020
MFG. DATE 08/2020 REFERENCE NTD Specification
JATA ITIPOU3B. 08/2020 HCTOYHHK Crneuntuxawms HI
EXPIRY DATE 07/2023 ISSUED BY Quality Control Department
CPOK I'OOJHOCTH 07/2023 BLIJAHO Ortaen KOHTPONS KauecTsa
Manufacturer Of API: Zhejiang Starry Pharmaceutical NTD No. JICP-001307/10-100320
: Co., Ltd.
ponssogutens ®C: Kemxnanr Croppn | HI Ne JICP-001307/10-100320
QapmackioTukan Ko., Jito.
NPOH3BOJHUTEJDL MANUFACTURER
Cumnekc dapwma I1st. Jita., Simpex Pharma Pvt. Ltd.,
B-4/160, Capnapmxanr Sxkias, Hero Jemm — 110 029, Hunns B-4/160, Safdarjung Enclave, New Delhi — 100 029, India
C-7 no C-13 u C-59 no C-64, Llentp Passutns Curanny, C-7 to C-13 & C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddi,
CHIKYJI, Curannn, Kotnsap — 246149, Iuct. [Taypu [apxsan, Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India

Yrrapaxana, Haaus

RESULTS OF ANALYSIS
PE3YJIBTATHI AHAJIM3A

manufacturing license number; batch number;
manufacturing date; expiry date (shelf life);
barcode; technical mark packaging (2D-code) (if
necessary). Perhaps technological marks of
packaging.

Mapkupoeka

IMepsuunas ynaxoexa (61ucTep) NEKADCTBEHHOT
npenapara:

Ha xoHTYpHOH s4eHKOBOH YNaxKoBKE Ha PycCKOM
A3bIKE YKa3slBACTCA: TOProBOE HAHMEHOBAHHE
npenapara; MEXIYHapOoIHOE HEMNaTeHTOBaHHOE
HaUMEHOBAHHE; NEeKapCTBEHHas (popma;
ZIO3MPOBKA; KOJMHECTBO TAOneToxk B KOHTYPHOH
AYeiiKoBOH  ynakoske, Ha3BaHHC  (HPMBI-
MPOH3BOAMTENA, €€ alpec, alpec 3asoia M
NOTOTHN (BBINONHEH HA AHTTUHACKOM A3LIKE);
HOMEP TpOM3BOICTBEHHOE JHLEH3HH; HOMED
Cepuy; [ara TPOM3BOACTBZ; romeH 1o (cpox
TOIHOCTH); TEXHHYECKAx OTMETKA ynakoBkH (2D-
kon) (rpx neobxonumocTH). BoamoxHO HaNHYHE
TEXHOJIOrHYECKHX OTMETOK YIaKOBKH.

Bropuynas yraxoska (kapToHHas naykal:

Ha kaproHHOWH mnawke Ha PyCCKOM S3biKe
yKa3sblBaerea: TOprosoe HAHMEHOBAHHE
nmpenapara; MCKAYHApOAHOe HENaTEHTOBAHHOE
HAUMEHOBAHHKE; NIeKapCTBEHHAs dopma;
II03HPOBKA; KOJHYECTBO TalNeTOK B YNAaKOBKE;
HaHMEHOBAHME H COAEpKaHHe [eHCTBYIOLIEro
BeLIeCcTBa B 0NHOH Tabnerke; Haanucy: «B coctas
npenapara BXOJHUT MPOITHIEHINTHKONEY,
«[IpoHMeHATL MO HA3HAYEHMIO . Bpayad B
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SIMPEX PHARMA PVT. LTD. INDIA
CUMIIEKC ®APMA IIBT. JITA., HHAUSA

CERTIFICATE OF ANAL_YSIS
SIMPEX CEPTHOUKAT AHAJIM3A
NAME OF PRODUCT REMEDIA (Levofloxacin), Film coated tablets, 500 mg ]
HASBAHME ITPENIAPATA | PEMEJIMA (Jlepodnokcaun), TaGnetk, IOKpEITEIE MeHoHOM 06on0Koi, 500 Mr
COUNTRY Russia A. R. No. 14200117
CTPAHA Poccusa Ne AHAJTU3A 14200117
PACKAGING 1 x 10 tablets SAMPLE QTY. 150.000 tablets
YIIAKOBKA 1 x 10 Ta6nerok KOJIH-BO OBPA3IIOB 150,000 Tabnerok
BATCH No. 1012200217 SAMPLING DATE 11/08/2020
Ne CEPUH 1012200217 . JATA OTBOPA OEPA3LIOB 11/08/2020
BATCH SIZE 350000 tablets DATE OF RELEASE 17/08/2020
OBBEM INAPTHH 350000 Tabnerox JATA BBIITYCKA 17/08/2020
MFG. DATE 08/2020 REFERENCE NTD Specification
JATA TIPOHM3B. 08/2020 HCTOYHUK Cremndukanns HIT
EXPIRY DATE 07/2023 ISSUED BY Quality Control Department
CPOKTOAHOCTH 07/2023 BBIIJAHO Ortzen KOHTPONS KavyecTsa
Manufacturer Of API: Zhcjiang Starry Pharmaceutical NTD No. JICP-001307/10-100320
Co,, Ltd. )
IpoussoanTens ®C: HKemxuanr Croppu | HA Ne JICP-001307/10-100320
Dapmacsrotkan Ko., Jita.
IMPOM3BOIMUTEL MANUFACTURER
Cumnexc ®apma Isr. Jlta., Simpex Pharma Pvt. Ltd.,
B-4/160, Catbnapmxkaxr Dnxnas, Huo emn — 110 029, Muaus B-4/160, Safdarjung Enclave, New Delhi — 100 029, India
C-7 o C-13 1 C-59 no C-64, Llewtp Paseirus Curanas, C-7 to C-13 & C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddi,
CHIOKY ], Curannu, Kotasap — 246149, uct. Maypu l'apxsan, Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India
Yrrapaxana, Unans

RESULTS OF ANALYSIS
PE3YJbTATHI AHAJTU3A

COOTBETCTBMM C [pHJaraeMoi HHCTpYKUHEH»;
criocob TNpHMEHEHHS (Ind TNPHEMA BHYTPL);
YCIOBAX ~ OTMYCKA,  YCNOBHA  XpaHEHWs;
NPCIYMPEAXTENbHEIE  HAaIMMcH: «XpaHHT: B
HEAOCTYTHOM OMia JeTed mecten, « He npuMensTs
npenapar No  HCTEYEHWH CPOKA TOIHOCTH,
YKa3aHHOTO Ha YNaKOBKE»; Ha3BaHHe (HDMbI-
OPOH3BOLMTENA, €€ ampec, alpec 3aBoja, M
JoroTnn  (BLINONHEH HA AHIVIHACKOM  s3biKe);
agpec, Tene)OH M JOrOoTHN (BBIUIONHEHH Ha
PYCCKOM ¥ aHIMHMIACKOM f3bIKAX) OPraHu3aluuu
N7 NPHHATHA TNpeTeHsui mnoTpebuTenei; Homep
PETHCTPALMOHHOIO  YIOCTOBEPEHHS;  HOMED
MPOH3BOACTBEHHOH IHIUCH3MH; HOMEpP CEpHH;
liara TpOM3BONACTRA; FONeH A0 (CPOK TOOHOCTH);
WITPHX-KOZ; TEXHHYECKAs OTMETKAa YNaKOBKH
(2D-kom) (npu ueobxommmocth). BoamoxHo
HaITHYHE TEXHONOIHYECKHX OTMETOK YIIaKOBKH,
ITpu ynaxogke na 000 «Humepdapmar uru xa
000 «®apma  Humepuesimunan  Komnanu
Poccus-CHI» na xapToHHOM Mauke Ha pycckom
A3BIKE NONOJNHHUTEABHO YKa3plBacTCA: Ha3BaHHE H
aapec 3aBoda (PHPMbI-YTIaKOBIIHKA.

Ynaxosia «In bulky.

Ha 3THkeTke KapTOHHOM KOPOGKM Ha pPycCKOM
A3bIKE YKasblBaeTCH: TOProBO¢ HAaHMEHOBAHHE
npermapara; MEXIYHApOJAHOE HEMaTeHTOBAHHOE
HAHMEHOBaHHe; JieKapCTBEHHA (popma;
ZO3MPOBKA; KONMYECTBO TalJeTOKk B YNAaKOBKE;
HaHMEHOBAHHE M CONEpXKaHMEe JCHCTBYIONEro
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SIMPEX PHARMA PVT. LTD. INDIA
i % CHUMIIEKC ®APMA IIBT. JIT/., HHIWUA

CERTIFICATE OF ANALYSIS
SIMPEX CEPTHOHKAT AHAJTM3A
NAME OF PRODUCT REMEDIA (Levofloxacin), Film coated tablets, 500 mg
HASBAHUE IIPENAPATA | ppMETHA (Jlesognokcaunn), TaGeTkH, NOKPhITEIE MIEHOYHOM 06009KOH, SO0 MK
COUNTRY Russia A. R. No. | 14200117
CTPAHA Poccua Ne AHAJIM3A 14200117
PACKAGING 1 x 10 tablets SAMPLE QTY. 150.000 tablets
YIIAKOBKA 1 x 10 tabnetok KOJIH-BO OBPA3IIOB 150,000 Ta6nerox
BATCH No. 1012200217 SAMPLING DATE 1170872020
Ne CEPHH 1012200217 : JATA OTEOPA OEPA3LIOB 11/08/2020
BATCH SIZE 350000 tablets DATE OF RELEASE 17/08/2020
OFBEM ITAPTHH 350000 Taénerok JATA BBIIIYCKA 17/08/2020
MFG. DATE 082020 REFERENCE ' NTD Specification
TA IIPON3B. 08/2020 HCTOYHHK Creunduxamss HJT
EXPIRY DATE T 072023 ISSUED BY Quality Control Department
CPOK TOJHOCTH 07/2023 ) BBIOAHO Orxen KOHTPONA KauecTsa
Manufacturer Of API: Zhejiang Starry Pharmaceutical NTD No. JICP-001307/10-100320
Co., Lid.
IIpoussoaurens ®C: Kemxuanr Crapput | HIO Ne JICP-001307/10-100320
- Papmacsiorukan Ko., JTtn,
NIPOM3BOAUTEIL MANUFACTURER
Cumnekc Papma ITst. JItx., Simpex Pharma Pvt. Ltd.,
b-4/160, Cadnaprxanr Saxnas, Heio Jeu — 110 029, Uuaus B-4/160, Safdarjung Enclave, New Delhi — 100 029, India
C-7 no C-13 u C-59 no C-64, Lentp Passutns Curamam, C-7 to C-13 & C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddi,
CHJIKVII, Curaman, Kotnsap — 246149, Iucr. Maypu Tapxsan, Kotdwar — 246149, Distt, Pauri Garhwal, Uttarakhand, India
YTrapaxaHn, Hanus :
RESULTS OF ANALYSIS
PE3VJILTATBI AHAJTH3A

BELUECTBA B ONHOH TabNETKE; YCIOBHA XpaHEHN;
HailBaHHEe (MPMEI-IPOH3BOAMTENT, ee ampec,
aupec 3aBOA8, M JIOTOTHN  (BBITIONHEH Ha
AHTIHACKOM H35IKE); HOMEP PErHCTPaLOHHOro
YOOCTOBEDCHHA;  HOMED  TPOHM3BOACTBEHHOH
JMUEH3MH, HOMEP CepMM; HaTa MpPOH3BOJCTBA, Cootsercrayer
TONEH 10 (CpOK TOAHOCTHM); ITTPHX-KOA;
TEXHHH4CCKas OTMeTXa ynakosku (2D-xom) (mpu
HE06X0AHMOCTH). BoamoxHo HaTHYHE
TEXHOMOTHYECKHX 0TMETOK YNAaKOBKH.

CONCLUSION: The above sample Complies with the NTD specification. JICP-001307/10-100320

3AKJIFOYEHHE: Boieykasauusii uﬁpéscu Cooreetcreyer cneunduxaunu HII, JICP-001307/10-100320
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