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" IEKJAPAIISI O COOTBETCTBHM

- JEKJIAPAHT, TIPUHUMATOLIUN JEKJIAPALIMIO O COOTBETCTBHH
000 "LP. PEQRMC JIABOPATOPHC"
' Bapeeucmpupoeaw Hucnexyus Munucmepemsa PP no nanozam u cbopam No7 no Llenmpansiomy adm.
| oxkpyay 2. Mockes O]" PH 1037707013838 om 05.04.2003
| Adpec: 115035, a. Mocxaa, Oawunnuxoscras nab., d. 20, cmp. 1. Teaedhon: 8(495)644-37-78.
‘Bauye:T enepanshozo dupexmopa Kxandensan Mpauanm
] ﬂmepemroe ,wuo ﬂamw A.B.. doaepennocms Nel om 28.04.2018z.

|1 3AsBASIET, yTO

: J:er\apcmeennoe cpédcm@o Kemapon pacmeop Ora gHympuceniiozo u snympumviuieuriozo asedenus 30 ma/wn ) 5;1
L M amnyrer (1 0), yna.fcomcu RuetKosvie konmypHuie, PY Ne JIIT-001365 om 16.12.2011 (dama 3amens: PY f
11 22.03.2017), cepwt A8062, napmus 19600 ynaxoeox, 200en 0 31.01.2021, npouseodcmea J-p Peddu c
| . Mabopamopuc JImd, Hudus, YVuacmry Nol 37, 138 u 146 C.B. KO-OI1, Hndacmpuan Hemaiim, Foanapam,

s ﬂarc'mnfapa'm Manopn, Medax Tuempuxm, xod OKTIA2 21.20.10.221, xod TH B3 3004900002, Koimparm No ; R
L DRL 01/20]7 on, ()7 02.2017, ungoiic No 185023897 om 25.04.2018 '

’ COOTBETCTBYET TPESOBAHUAM
|| T 001365-161211\uzm. Mo 1-2
. ,ZIEK.HAPAHV[SI HFHHHTA HA OCHOBAHWNH
eI npomoxon ucnuumartu Ne 13542 om 08.06.2018 JMabopamopuori yenmp OO0 "LKK QOHL", ammecmam
ax Apebumauuu PO(,C RU.0001.21PK75, Cepmu(j)wcam POCC IN.OMI5.C58824 om 08.06.2018

I[ATA TIPYHSTYS TEKJIAPALUAH 08,06,2018
] TS RERCTBUTENBHA JIO 3/.01.202/

p———,

s /;%}7) } Jlarwit A.B.

Hoanuch O.U.0

CBE}IEHMH O PETHUCTPAIIMM

. .' - OPI"AH o CEPTI/’IQ)HKAIII’II'I SAPETICTPUPOBABIU M JEKJIAPAIIAIO
5 EE POCC RUU(){)I H([J{MIS OPTAH 110 CEPTHOHKALNH TPONYKLHH OBINECTBO C

F OFPAHHUEHHOF? TBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTBA", l

‘anpec opzanusayuu, 4"11528() 2. Mockea, yn. Macmeprosa, 0. 4, om. 5, nom. I, xom, 1., adpec opeaia no

;"ﬂcepmu(j)umz;uu 143381, Mockroackasn o6racims, Hempuncruii pation, oep. Jlewxoen, 0. 248, cmp. 1, men.
1 (495)640-96-69, (49!7?787—92 78 seb-catim: oyxx.pep.

N E 5 JEKJIAPATIMIST O ¢ COOTBETCTBMU 3APETMCTPUPOBAHA N POCC IN. OMI5./059588
Is JIATA PEE@GI?&%[HI/I 08.06.2018
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CERTIFICATE OF ANALYSIS

St giin

CEPTU®UKAT AHAITU3A

Page 1 0of 3

TProduct : Ketoroll solution for intravenous and
iintramuscular admjnistration, 30 mg/ml

Mpoaykr : Ketopon®, pacTBOp AN BHYTPUBEHHOMO W
BHYTPUMBILUEYHOTO BEEAeHUs, 30MI/Mn

“|Batch No 7 Cepust Ne : ABOB2

Batch Size / O6wem naptuu : 225 Lirs

. TAR No { AHannTHaeCKuil OTYeT : 890001246769

Date of Analysis / [laTa ananusa : 20/04/2018

Date of Expiry / Cpok rogtocTtu : 01/2021

-] Date of Mfg / Oata npoussoncTra : 02/2018

Test/ Teer - Result/ PesynwTarel | Specification / Mo gokymeHTauuu
1 Descriptian / Onvcanue| Transparent, pale yellow| Transparent, colorless or pale-yellow solution /
) i solution / MpoapayvHblil, GecuBeTHbkI# UNK CBETNO-XENTbIHA pacraopu
CooTBeTCTRYET
LR Identification/ a} Complies as a) Retention time of the main peaks in the chromatogram
.- MonnvHHoCTbL prescribed/ of test solution should correspond to retention time of the
iR L By HPLC AABOYKX B cooTeeTcTBMN C main peaks on the chromatogram of keforolac
oo S onvcaHvem tromethamine and naproxen standard solution / BpemeHa.
I SO YOEDKVBAHMSA OCHOBHBIX MUKOB Ha XpOMaTorpaMme
MCNBLITYEMOro pacTBopa A0MKHBI COOTBETCTBOBATL
BPEMEHAM YAEPKVBAHUS OCHOBHbIX NUKOB Ha
XpOMaTorpamMmmMe CTaHLAPTHOIO PacTBOPa KeTOpOraKa
‘ [TPOMETaMUHE W HanpOKCEHA. 8
3 Transparence / Complies The drug should be transparent or comparable to
‘ [po3pa4yHocTb reference standard I. / MNpenapaT gomkeH BbITb i
. NPO3paYHLIM WKW BbIGEPXKUBETL CPaBHEHWE © 3Tan0Hc>M !’i
- ’ ¢ i d
. @~ |Color/LiseTHocTb 0.059 Not more than 0.060 at the wavelength 430 nm../ He ;!
sl E R A Gonee 0,060 npu AnvHe BonHb! 430 Hm. g

o duct conforms to above specifications
. | Mpumeyanme:: I'Ipoeyxr COOTBETCTBYET BbllLeyKasaHHbIM
-1 lcneyudpukatinam -

Opinion : APPROVED
3aknioverue : OAOBPEHO

??

 Checked by / [lokymeHT
nposepeH @

Quality Assurance Manager/Executive

MeHenm%WHmm kaJecresa

M.Venkateswara Rac — .

Srinivas Vdleti / Cpunvaac Bonety

Pepan Betikarecsapa Pao
. |Date / Jata ;. - Date / Jara : Date / JaTa :
’ _23/04:’2018 o 23/04/2018 23/04/2018

Dr Reddys Lﬂborat ries Limited, FTO Unit 1, Plot No's. 137, 138, 145 & 146, SV. Co-op Industrial Estate, Bollaram Village,
l\}edak District, Telangana, India-502325, Tel ; +91-8458-279610/279622

Jlnnaram Mandal
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Page 2 of 3

| 'Pr’bduct 1 Ketorol

solution for intravenous and MpoaykT : Ketopon®, pacTeop AN BHYTPUBEHHOTO U
intramuscular administration, 30 mg/ml

BHYTPMMbILLEYHOro BBEAeHNA, 30Mr/Mn

Batch No / Cepust No : A8062

Batch Size /! O6bem naprtum : 225 Lirs

-AR No [ AHanuTHuYeCKku# oTyeT ; 830001246769 Date of Analysis / [laTa ananwaa : 20/04/2018
. -t Date of Mfg / OaTta nponzBogcTea : 02/2018 Date of Expiry / Cpox rogrocTw : 01/2021
|Ne |Test/ TeéT ' Result / Pesynbrathl Specification / [To fJoxymeHTaUun
B L dpH L 7.37 6.9-79/ 076980709
B Particulate matter / Complies Visible particle / Bugumble yacTuub!:

- [Mexatindeckmne BRNOYEHUS

IAbsence of particulate matter during visual i i
control against dark and light background./, /
OTCYTCTBUE MEXaHUYECKUX BKITIOYEHUI npm ki
BU3yarbHOM KOHTPOSE Ha TEMHOM U cseTno |

hoHe. ) R
89 particles per ampoule Invisible particles / Hesugumbie HacTuubl: »
) >/=10 um - NMT 6000 particles per
ampoule /
9 particles per ampoule Hactuuel pazmepom - 10 MM ~
He Bonee 6000 yacTuu/amnyny
b) »/=25 um NMT 600 particles per ampoule;
HacTvubl pasmepoM - 25 MKM — i
He Bonee 600 yacTuu/amnyny i
17 R'elatei:i'Substances / 0.03% a)- ketorolac 1-ketoanalog NMT 0.3%/ i
! : FIOCTOpOHHVIe fpumecy 1-KeToaHanora keToponaka — He Gonee 0, i ;
0.003% b) b) ketorolac 1-hydroxyanalog NMT 0. 1%
' ° 1-ruBpoKCHaHanora KeToponaka — He 6c:f'|eei
0,1% 1;1
c) any individual unidentified impurity NMT} :
0.21% 0.5% / nioGoit efuHu4HON 1
HEenAEHTUDNLMPOBaHHO| NpUMecy — He 1
Bonee 0,5 % i
0.3% d) total impurities NMT 1.0 % / il
cymMbl npumeceii — He Gonee 1,0 % i
Hh
Remarks The Product conforms to above specifications Opinion : APPROVED At
-/ | Tlpumeyatue: I'IpoFyK-r COOTBETCTBYET BbiLUEYKa3aHHbIM Sakntoyenue : OQOBPEHO il
<, leneuvdmkadmam | ki
Prepared by / I‘IpoeepeHo ‘}3&\\ _+Checked by / [lokymeHT Quality Assurance Manager/Executive {3
: C(\,\. npoeepen @/ MeHepmyep no gB€cneyeHmio kavecTsa }
o P Gundu Reddylrl ryH,qy Pennu M.Venkateswara Rao ~ M. Srinivas Vdleti f Cpunusac Bonetn
- BeHxarecsapa Pao
Date IﬂaTa.: 23 04/2018 Date / lata : 23/04/2018 Date / Oara : 23/04/2018

' Dr. Reddy’s Labors
.- . Jinnaram Mandal,

‘_tories Limited, FTO Unit 1, Plot No's. 137, 138, 145 & 146, SV, Co-op Industrial Estate, Bollaram Village,
‘Medak District, Telangana, India-502325. Tel : +91-8458-279610/279622
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"~ [Prepared by]‘ﬂpoaepeﬁo(\ W Checked by / JokymeHT
. o (pw

N Date fﬂ,aTa 23/04/2018

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATNTU3A
) Page 3 of 3
Product : Ketoroh, solution for intravenous and Mpoayxr : Ketopon®, pacTeop ANS BHYTPUBEHHOO Y
~_ lintramuscular administration, 30 mg/ml BHYTPUMbILLEeYHOro BEEAeH s, 30Mr/Mn
. | Batch No / Cepwma Ne : A8062 - | Batch Size / O6bemM naptum : 225 Lirs
"TAR No / AvahimTuveckuit orver : 890001246769 Date of Analysis / [laTa avanwsa ; 20/04/2018
. jD'&te of Mfg / lata npoussoacTsa : 02/2018 Date of Expiry f Cpok roghocTs 1 01/2021
“INe” |[Test/Tecr Result / PeaynuTarhl Specification / Mo gokymexTauum
8 i Extractabjle volume / 1.0mL Not less than nominal / He menee
-+ |A3Bnekaemeit obvem (Nominal Volume : 1.0 mL) HOMUWHAMLHOrO
9 Bacterlal endotoxms Less than 5.8 EU/mg of Not more than 5.8 EU/mg of ketorolac
Bak‘repwaanble ketorolac tromethamine tromethamine / He Gonee 5,8 B3/mr
KETOPONaKa TPOMEeTamrHa

SHEOTOKCHHDI

v

10 Sterility / CrepuneHocte | Complies

Sterile / CtepuneH

pripeRensiue 30.2 mg/ml (101%)

4.32 mg/ml

11.74 %(viv)

ketorolac tromethamine / keToponaka
TpOMeTaMWHa: 44
27.0 — 33.0 mg/ml (80-110% of label claim);

oT 27,0 fo 33,0 mr/mn (90-110 % ot *‘f_
3aABMEeHHOr0 KonuuecTsa) 14

Sodium chloride / HaTpust xnopuga !
4.20 ~ 4.50 mg/mi / o7 4,20 go 4,50 mrimn

Ilcohol content / Oranona {
10.80 — 12.60% (v/v)/ ot 10,60 go 12,60 % :
{0B/00)

-» [Remarks : The Product conforms to above specifications
7 [ TIpuniedanue: MNpoaykT COOTBETCTBYET BhlLeYKa3aHHKLIM
- lenegudukauman - - -

Opinion : APPROVED
3akmodenve : QQOBPEHO

o
v

o
nposepex
e

Quality Assurance ManagerfExecutivef;:

N T e

i : P Gundu Reddy!ﬂ rlyuny Pepgu M.Venkateswara Rao — M.

Bexxatecgapa Pao

MeHeAWecnequmo Ka4ecTsa;

Srinivag Voleti / Cpunvsac Bonetn

Date / JaTa : 23/04/2018

Date / DaTa : 23/04/2018

“ r ‘-Dr.: Red&y’s L;k;‘qr-'af_tofies Limited, FTO Unit 1, Plot No's, 137, 138, 145 & 146, S.V. Co-op Industrial Estate, Bollaram Village,
b ‘dinnar’am_M'S_qdéL '_[Vledak District, Telangana, India-502325. Tel ; +91-8458-279610/279622
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. ‘ PerucTpanuontoe YI10CTOBEPEHRE
: _.Tzemapf:"raemmro NpenapaTa L METHNHRCKOro NPpEMCHCHIA
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(HOMEp PEFUCTPAUMOHHOTO YI0CToBepeRIs NEKAPGTRCHHOIO Mpenapara)

" -

Hanmerosanie epaaTens (Bnajenbia)

PECTICTPAIOHHOTO YAOCTOBEPENIR n_el_:ap'c'rs_eml_qlro‘ ¢ . bp Peanit'c JlaSopatopiic T, i,

_ Dr. Reddy’s Laboratories Lid.

8-2-337, Road Na 3, Banjara 1ills, Hyderabad, -
Telanigana— 500034, India
ot

Afgipec- MECTORAXOWAEHN nepxartenn (BaaleIbNA)
PEICTPAUHOHAOTD YIOCTOEEPENIIR ICKAPCTBEIN OO
fipenapara w0

- aTa rocynaperaennoil perucrpawim
JICKAPCTBEHIIQOTO mpefiapara )

16.12.2011

X3

;.Ciii')lc' AeHCTBHA PErNCTPALIIGHHOTO YAOCTOBEeHIN

g OTHO
JIRKapCTDEHHOrC NpenapaTa Gecopora

fj!,éijn BHECEHITA LI3MeHCHIl B perucrpaunoinoe
YROCTOBEPEHIe ICKRPCTBCHHOND RPENAPATa (maTa
AVEHLT PECHCTPAUIEONIIOTG YA0CTOBEPEHIA
(ICKAPCTBEHIOTO NPENapaTa)

23,11.2018

Wudiopyanus 0 3aperiCTPHPUBENTIOM JIEKAPCTRCHHOM NPCIapuIeS:
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ToproBoe HAMEHOBANIIE

1oty HapOAHOE HeNATEHTOBARKOE, KAl
TPYNINPOBOYNOE, ITH XHMIUECKOR HAKMENOBAHNE

Keropon®

Keropoaax

Jlexapcraennay qiopva . PRCIBOD ANS BHYTPUBEHHOTO W BIRYTPRMLIICHHOTO sw’z{cxma' £

PR &

'_Ilo;'upom‘ca o 30.511*11\111

Kﬂﬂ_ec‘rgennmﬁ cocTan i KOJHMECTEEHUELIT cocTAB AgiicTBYI0MIMNX BeWUICCTR H KadecTBeRnLl COCTAR
BCOMOTATEABLHLIX BEIECTB : W

B

.1 KOTOpONaka TPOMETaMKII (KETOPOJaka Tpowictarian) 30,000 ur, DCHGNDITETBHbIC BOUICCTBY (OKTOKCREO, JUHATPRA,
SICTAT, HATPHA XIVPHAL, ITANOI, NPOTICHIIHKOIL, HATPHA 1HAPOKCHIL, BOAA 119 HHLCKIMA) "

7 {(opwa BLNYCRA (1EKAPCTBEHHAR QOPME, 1031POBKA, | PACTEOP LA BHYTPHIREINIOND | Buy'rpmtblmé-umm-ngc,r_x_cﬁiqg

NePBIMHAE YAAROBKA; KOINYECTED mexapereenmoli |30-urfsm (amuyna) T max 10 (Gnancrep) A
| HOPMEL b NepPBIYHOI YNAKOBRE, KONNYECTRD, " |pacTBOp A% BHYTPHBCHHOTO. H BUYTPRMBITICTHOI O RHEAGHHAL
nepBusHOLi ynaroskil B novpefnTensexoil yrarorke, |30:vr/yn (avmyne) 1y 10/20 (mauka kaproRnasg)

7 KOMIVICKTHOCTB) | s crdumonapoi: | .

e pnmuop;@n;i’myfbnsmuum W BUYTPHMBIIIELON0 BECACHHASS
0 s 230 /e (avmynE) | x S0/100 (mavixa kapronias)
" | ¥naxosxa in bulk™: - :
| pdcTBop A1a-BHYTEHBCHKOTO W BUYTDHMELLICUHOI0 BREICHHA]
130-vrdit (amriyai).) mu x 2000 (kopoG KapTOHRLH) '

| Pesiasasrrir nopmaTuBnoit [ — - 7 | niT-0n1385:231118

J T R S . .

Dr=rmzs—1—7-1 s ot

ol



Ry

C [Ipon_saoncrneum.le TLIGLIARKH, yttacrnymume B pdiecce npomnoncma JeKaper BeHNOT0
| np' _‘apaTa, € YKAIAHHEM CTaAHIL npomao,uc'raa uasnauuii # GAKTHYECKBX 8APECOB. .
: MEC’I‘OEBXO}KREHHR

JI-p Peamn'c J[aﬁopmopuc Jl'r.a " idnmml

s Dr Reddy §'Laboratories Ltd.,, India

olan ( P) 173205, India

I_[—p Pejini' c-Jlaboparopue JITi., Plnnm/
\Br. Reddy's Laboratories Ltd lndla

: Formulatlons Umt-6 ‘Vill. Khol, Nalagarh Road Baddl Distt. Solari (HP) 173205, lndla

‘ Bmopu-ma.ﬂ/nompeﬁummwxax YRarosra

JI-p Pesiu ¢ JTaBoparopuc IIm lflumm f
Dr, Reddy's Laboratories Ltd., lndlav

) Formulat:ons Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.'Solari (HP). 173205, Indla

: Bmopuw:gg/no,mpeﬁum@wcmﬁ ynaxoska

OGwgerao ¢ orpanmeuﬂoﬁ
omercmeuuoc-rbm "MAKH3- IDAPMA"
(000 "MAKH3-GAPMA"), PoGcHA

109029 r. Mocxaa, ABTOMOGHIb BT NPOE3D, x. 6 cp. 4, c1p. 6, c1p, 8 :

: -I,;_fpoz_fsaodumenb (Bomycraiot il xowmpoay Ka4ecmsa)

Jl:p Pepaw’c JlaGopatopuc fITA., Iflmma i
Dr. Reddy's, Laboratories Ltd,, India

- Fﬁrmﬁlations:Unit_-G, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India

| Hpoussadumens (Bunycxaioupuit KOHMPOTD KAECHEa)

Oﬁxucrruo ¢ OrpaHHYEHHOH
1 0TBETCTREHHOCTEIO "MAKHS@APMA"
‘-(ooo "MAKHS-(I)APMA"), Pocows

CraTe-ceKperaph - 3AMCCTITEb
Muunerpa




