(- R

e A e e g Wy

PRRIPENE R

| 3apezucmpuposanc | Hucnexyus Munucmepcmsa PD no Hanozam u cbopam Ne7 no LlenmpansHomy aom.
|roxpyay-2.Mockewt OI'PH 1037707013838 om 05.04.2003

Adpec:115035; 2. Mocxea, Oswunnuxogexas nab., 0. 20, cmip. 1. Teneghon: 8(495)644-37-78.

I B‘fﬁﬁi;‘é?}’féﬁépanbﬁ:o"é@'dupekmopa Kxaunoensan Tipawanm

_ ‘ﬂqaépeyyoe nuyo.: Jamui A.B., dosepennocmv Nel om 28,04,2018e.

' COOTBETCTBYET TPEEOBAHHSAM

VT 001365-161211 yim. Mo 1-2

| ');[EKHAPAqug,HI’éIqHﬂTA HA OCHOBAHUHA

|- npomoxon ucnermanuii Ne 13040 om 18.05.2018 Jlabopamopwwiii yenmp OO0 "UKK OHI]", ammecmam
|- axxpedumayuu POCC RU.0001.21 PK75, Cepmughuxam POCC IN.®M15.C57411 om 18.05.2018

| IATA TIPHHSITHS] NEKJIAPALAM 18,05.2018
‘NEKAXPATITL ;gF,[fICTBHTEJIBHA N0 31.01.2021

* OPTAH IO CEPTHOUKAIIH, 3APETHCTPHPOBABIIIHH JEKJIAPAIIO
|"POCC RU.0001.11®MIS OPIAH ITO CEPTHOHKALIIH TPOIYKIIHY OBI{ECTBO C
|| OTPAHWYEHHOH QTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJIA KAYECTBA",

| cepmiighurayuu; 1 43581 . Mocxoeckan obnacme, Hempurcruit paiion, dep, JTewxoeo, 0. 248, cmp. 1, men.:
|- (495)640-96-69, (495)787-92-78 aeb-caim: o, peb,

| | MEKIAPAITNISI O COOTBETCTBHU 3APETACTPHPOBAHA M POCC IN. OMI5.058171

| IEKJTAPATIISI O COOTBETCTBHH

JNEKJIAPAHT, TIPHHAMATO UM JEKJIAPAIIAIO O COOTBETCTBHH
000 "IP. PEIIH 'C. JIABOPATOPHC"

3ASIBJISIET, UTO |

TexapemeenHoe 'cpec?cmeo: Kemopon pacmsop Ons gHympugenno20 u gRympumviuieurozo egederus 30 me/mn 1
| Lown; avnyrer (10), ynarosxu avetikossie konmypnete, PY Ne JITT-001365 om 16.12.2011 (@ama samenst PY
22:‘0'23.'-20‘1 7). cepust A8064, napmus 19160 ynarxoeox, z0den do 31.01,2021, npoussodemea [-p Peddu'c
" Jlabopamopuc JImd, Hndus, Yvacmxu Nel37, 138 u 146 C.B. KO-OIl, Hudacmpuan Hemsatim, Borrapan, 1
; ﬂatcw-iuapam Manoap, Medax Juempuxm, xod OKIT[2 21.20.10.221, koo TH B3 3004900002, xonmpaxm Ne "if |
1PRL01/2017 o 07/02.2017, uneosic Ne 185023812 om 05.04.2018 i
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"‘{Batch No / Cepui Ne : AB064

:' Date of Mfg ! J.'la'ra

@é?

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITN3A

Page 1 of 3

'Product Ketorol solution for intravenous and
intraruscular administration, 30 mg/mil

MpoaykT : KeTopon®, pacTeop ANA BHYTPUBEHHOIO W
BHYTpUMEILLIEYHOre BeegeHus, 30mr/mn

Batch Size / O6bem naprum : 225 Ltrs

AR No / AnanuTuyeckvit oTyeT : 890001247619

Date of Analysis / [Jata asanwusa : 23/03/2018

npouason,cma : 02/2018

Date of Expiry / Cpok rogHocTts : 01/2021

: Test ) Tec1 ; Result/ Pesynwtatel | Specification / Mo nokyMeHTauuu
|1 Description/ Onucanve| Transparent, pale yellow| Transparent, colorless or pale-yellow solution / }i
' solution / MpoapasHelii, GecuBeTHsIA UMM CBETNO-XeNTbIA pacTeop: |
) CooTeeTcTBYET : ;.‘;
2. [dentiflcatlon/ a) Complies as a) Retention time of the main peaks in the chromatogram j
) MoanWHHOCTL prescribed/ of test solution should correspond to retention time of the: ;i
By HPLC-/.B3XX B cooTBeTCTBUM C main peaks on the chromatogram of ketorolac " §
‘ : onucaHmuem tromethamine and naproxen standard solution / BpemeHa‘
. YASPHUBaHNA OCHOBHLIX NMKOB Ha XpOMaTorpammMe 1
. MCNLITYEMOro pacTeopa Jo/NKHLI COOTBETCTBOBATh oH!
- BpEMEHaM yaepXUBaHWUA OCHOBHBIX NTUKOB Ha ; ;
Xpomarorpamme cTaHAapTHOrO pacTeopa keToponaka - if
S - TPOMETaMUHE U HanpoKceHa, g
B Transparence / Complies The drug should be transparent or comparable to i
: ﬂpoapaquocrb reference standard I. / lpenapar gomkeH GbiTb
4 NPO3payHLIM UNK BbIASPXKUBETE CPABHEHUE C 3TANOHOM ,l i
T
g
ol
- : LU i
S Calor / LjgeTHocTb 0.057 Not more than 0.060 at the wavelength 430 nm../ He i
el e I Bonee 0,060 npu ANWHe BOMHL! 430 HM,

" [cheundmkauuam |

- Remarks The Product conforms to above specifications

MpumeyaHue:: MPOAYKT COOTBETCTBYET BbilLeYKa3aHHEIM

Opinion : APPROVED
3ainevenne | OOQOBPEHO

{Prepared by 7 -,

W+ JChecked by / JokymenT
A

. nposepex ég/

[‘IpoaepeHo (

Quality Assurance Manager/Executive

MeHemxep no (ﬁﬁ@um Ka4ecTsa

RS .

P.Gundu Reddyll‘] !'yrmy _ [M.Venkateswara Rao - M.

Srinivas Voleti / Cpunueac Bonetw,

- Pepan - - |Benkateceapa Pao
|Pate 7 .Ela"ra-..- - - |Date / JaTa Date / fara : (
) 0| 31/03/2018 31/03/2018 ¥

e
[NV R PN

Dr. Reddy’s Laboratarles Limited, FTO Unit 1, Plot No's. 137, 138, 145 8146, S.V. Co-op Industrial Estate, Bollaram Village,
Jinnaram Mandal Medak District, Telangana, India-502325. Tel : +91- -845B-279610/279622
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. Dr.Reddy’s

i T T CERTIFICATE OF ANALYSIS

l oL : _ ’ CEPTUPUKAT AHAIMU3A in
! : Page 2 of 3 i
. . | Product : Ketorol: s¢lution for intravenous and Mpoaykr : KeTopon®, pacTsop AN BHYTPUBEHHOIO ¥ !
. . oF intramuscular admin%tration. 30 mg/ml BHYTPWUMBILLIEYHOMO BBEdeHWs, 30mr/imn Al
. | Batch'No / Cepus Ne ; AB064 Batch Size / O6teM naptum : 225 Ltrs
AR No / AHanuruyeckuit oTuer : 890001247619 Date of Analysis / [lata ananusa : 23/03/2018 i
Date of Mfg / JaTta npousBoacTea : 02/2018 Date of Expiry / Cpok rogHocTu : 01/2021 i
t,|Ne '[Test/Tect| Result / PesynbTtathl Specification / Mo gokymeHTauun il
{75 pH | 7.29 6.9-7.9/ 07694079
' 6 Particulate. matter / Complies Visible particle / Bugumble 4acTuLbl: i,
: Mexaanecm_e BKIMKOYEHWS Absence of particulate matter during visual :|:

control against dark and light background Il

|- - OTCYTCTBUE MEXBHUHECKUX BITTIOYEHNI Npy & Al

~i -l - | - 1 BM3YaNbHOM KOHTPOMNeE Ha TeMHOM W CcBETNOM [
' !

hoHe. LI

40 particles per ampoule Invisible particles / Hesuaumble vacTuuer: il
o a) >/=10 ym - NMT 6000 particles per il
P ! ampoule / i
' ) 7 particles per ampoule YacTuupl paamepom - 10 MKm —
He Boree 6000 yacTuw/amnyny it
b) »/=25 ym NMT 600 particles per ampoule./
YacTnubl pasmepom - 25 MKM ~ i
He 6onee 600 yacTuu/amnyny o

S A T Related Substances / 0.03% a)- ketorolac 1-ketoanalog NMT 0.3%/ il
' I'IOCTopOHHme npumecH 1-keToaHanora keToponaka - He Sonee 0,3 %

0.003% b) b) ketorolac 1-hydroxyanalog NMT 0.1% /-
: a 1-rMapoKcHuaHnanora ketoponaka — He 60nee i

0.1%

1i

S N R | - c) any individual unidentified impurity NMT
R R 0.21% 0.5% /. noBoil eguHNYHOI
] : R HengeHTnhUuUVPOBaHHON NPYUMECH — He
Honee 0,5 %

b} o
ettt s A sl

0.4% d) total impurities NMT 1.0 % /
cymmbl npumeceit — He Bonee 1,0 % Sh

[Remarks: The Product conforms to above specifications Opinion : APPROVED

- ﬂpmeuaHme rlpo,qylcr COOTBETCTBYET BhlLLEYKA3aHHbLIM Sawmovexve : OQOBPEHO

nequcbmaumw_f -

| Prepared by /'I‘lp_oae’ DEeHO \\L\»L\ /,Checked by / JlokyMeHT Quality Assurance Manageir/Executive
Lo R AN nposepeH Meneaxen no obecneyeHilo ka4yecTea
-- S T v W e s

_P Gundu Reddy!l'l Fpr,y Penau M.Venkateswara Rao — M, Sriniva$ Voleti / Cpunnsac Bonetu

BenkaTecBapa Pao
LDate /JJ,aTa 31/0’%/2018 Date / JaTa : 31/03/2018 Date / QaTa : 31/03/2018

" Dr. Reddys Laboratunes Limited, FTO Unit 1, Plot No's. 137, 138, 145 & 146, SV, Co-op Industrial Estate, Bollaram Village,
* Jinnaram Mandal, h},ledak District, Telangana, India-502325. Tel : +91-8458-279610/279622



Dr.Reddy’s|

CERTIFICATE OF ANALYSI!S

CEPTUDUNKAT AHAINTU3A
Page 30of 3
| P;oduct_':' Ketoro[,"é‘ol gtion for intravenous and MpoaykT : Ketopon®, pacTeRop ANS BHYTPUBEHHOMO U
intramuscular administration, 30 mg/ml BHYTPUMBILLEYHOrO BBeaeHNs, 30Mr/mn
i | Batch No/ Cepus No|: AB0B4 Batch Size / O6bem naptuu : 225 Ltrs
AR No / AHanuruyeckuit oTuer : 890001247619 Date of Analysis / faTa aHanu3a : 23/03/2018 i
: | Date of Mfg./ latra npoussoacTea : 02/2018 ) Date of Expiry / Cpok rogHoct : 01/2021 _ - - -2 ;_,li
LT T R i . . j
i NQ : >Test-'l Tect - |+ Resuit / PesynbraThi Specification / Mo gokymeHTauum
18 -. |Extractable volume/ 1.0 mL Not less than nominal / He meHee
Lo VsBnekaemolii.o6bem (Nominal Volume : 1.0 mL) HOMWHaNLHOro
N CI Bacterial endo"toxins Less than 5.8 EUfmg of Not more than 5.8 EU/mg of ketorolac
|- BakTepuanbhnie ketorolac tromethamine tromethamine / He Gonee 5,8 B3/mr
.. [pHOOTOKCHHBI |, keToporaka TpoOMeTamMuHa
‘(10 ‘| Sterility / CrepinbHocTs | Complies Sterile / CTepuneH
1_.1,;" . .|Assay / KonudecreenHoe ketorolac tromethamine / keToponaka

onpeaensHye - TPOMETaMKUHA: i

- N 30.0 mg/mi (100%) 27.0 - 33.0 mg/ml (90-110% of label claim) / |3}

S oT 27,0 ao 33,0 mr/mn (90-110 % oT
3asBIIEHHOTO XonuyecTsa)

4.34 mg/ml Sodium chloride / RaTpusa xnopuaa :
4.20 —~ 4.50 mg/ml / o1 4,20 go 4,50 mr/mn
11.75 %(viv}) Alcohol content / 3TaHona
10.60 — 12.60% (viv)/ o1 10,60 no 12,60 %
(06/06)

Réma'rks' The. Producticonforms to above specifications Opinion : APPROVED ;
1| Mpmevanne:” I‘Ipo,qyr{T COOTBETCTBYET BbILIEYKa3aHHbIM 3akntovenve : OGOBPEHO !
icneuyndburatam

Prepared by / Flpoaepem \k\u —+Ghecked by / QokymerT Quality Assurance Manager/Executive

q npoBepeH ;L{ ) MeHeWe’cnequmo KavecTsa
PP Gundu Reddyln I3 yHny Penav M.Venkateswara Rao — M. Srinivas Voléti / Cpunnsac Bometu
e : BeHkatecsapa Pao
;i Date /,ElaTa 31/03/2 3-18 : Date / Jara : 31/03/2018 Date / fata : 31/03/2018

- . 'P;'.TNReddy's L"ab,é;rajto;ie ;' Lémited, FTO Unit 1, Plot No's, 137, 138, 145 & 146, S.V, Co-op Industrial Estate, Bollaram Village,
I Jinraram Mandal; Medak District, Telangana, India-502325. Tel : +91-B458-279610/279622
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MUAUCTEPCTBO 3/(PABOOXPAHERHS
POCCHIACKOM DEJIEPALIUU

. ‘ 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
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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
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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




