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" IEKTAPALIHISI O COOTBETCTBH

3 |l AEKJIAPAHT, MTPUHUMAIOIL M TEKJIAPALIAIO O COOTBETCTBHH

b 1.000 2P PEIITAC JIABOPATOPHC”

: "_3épéa&cnvpumaar—rog; Hucenexyus Munucmepemsa P@ no nanozam u chopam M7 no Llenmpanonomy adu.
oxpyzy a.Mocran-OT'PH 1037707013838 om 05.04.2003

“Adpec: ] ] 5035, &.-Mocicsa, Osuunnuxoscran nab., o. 20, cmp. . Teneghon: 8(495)644-37-78,

i || B.auye:Ienepansiozo dupexmopa Kxandensan Ipawarnm

Fl -j???qe'/je‘:grme'?;ui{b;_..lldifw'r4;i A.B., dosepennocmn Nel om 28.04.20]8e.

' | |.3ASIBJISIET, UTO;

- _.lne_gbrpgm,r;_e_mmg epedcmen: Kemopon pacmeop ons enympugennozo u GHYmMpUMbIULE 020 6aederus 30 Me/mu |
I i aiygei (1 0);_-y'qfcxxomm Aveurosnle konmyprsie, PY No JITT-001365 om 16.12.2011 (dama zamens PY
|22, 03‘;20‘l.'7),'cep'zighif{6,’054, napmus 19170 ynarosor, 20den 0o 31.01.2021, npoussodcmaa A-p Pedoue
: ﬂaﬁopamopuc JmoFudus, Yaacmicu Nel 3 7. 138 u 146 C.B. KO-OI1, Hndacmpuas Hemaim, Boanapam,

. JL@unndpam M{andcﬁmlﬁMeam Huempuim, xod OKITA2 21.20.70.221, koo TH B3] 3004900002, kenmparm No
| ‘DRL.0172017 0m07,02.2017, unsotic Me 185023897 om 25.04.2018

'| { COOTBETCTBYET TPEFOBAHUSIM
LT 001365-161211 wsm. Ne -2
' |'| AEKJIAPALIAST IPHHSTA HA OCHOBAHUW |
1’7}55]75?)!\'0}.’.'chbl.méﬂ_liyﬁf\@ 13539 om 08.06.2018 JlaBopamopusisi yenmp 000 "LIKK QHL™ ammecmam
. .r’cni"rqnga@"zﬁirauu_rk--POCfG-J RU.0001.21PK75, Cepmughuxam POCC IN.OM15.C58821 om 08.06.2018
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TS IEKJTAPALIAE 08.06,20/8

B

ACTBATEJBHA JI0 3/.01.2021

el K
~ m Jatuii A.B.
. P . " . Lm'---—-—-""—"”""—'— - R
. PerIapann TIOANHUCH ON.0

.- CBEJAEHWS O PETHCTPALIIAU

| OPTAH IO CEPTH®HUK ALK, 3APETHCTPHPOBABIIIH NEKJIAPAITHIO
| [ POCCRU.0001-410M15 OPTAH 1T0 CEPTHOHKALF MPOIYRLTH OSIIECTEO ¢
| [ OTEAHHHEHRON QTBETCTRERHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTEA"

e _~aa_;§§a opaanusauw: 115280, 2. Mockaa, y, Macmeprosa, 0. 4, am. 5, nom. I, xom. 1., adpec apeana no

- PIIUPURC 3s b, Hempunckuit paiion, dep. Jlewxoao, 0. 248, cmp. [, men,:
| (495)640-96:69, (495)787-92-78 ge6-caiim: ouxw.pep.

-} IEKJTAPALMS 'O COOTBETCTBAM SAPETHCTPHPOBAHA X: POCC IN.®OMI5. 159585

. |t|. AATA-PEEAGTRALIAN 08.06.2018
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATUIA
k) . Page 1 of 3
E Product Ketorol solution for intravenous and MpogykT : KeTopon®, pacTtsop ANS BHYTPUBEHHOIO 1
: - intramuscular administration, 30 mg/ml BHYTPUMEILLEYHOrC BBeaeHun, 30mMr/mn
) -~ | Batch No:/ CepusiNe : A8054 Batch Size / 06tem napruy : 225 Lirs
| AR'Nol AvanuTutieckmii oTdet : 880001244120 Date of Analysis / [lava aHanu3a : 23/04/2018
« . | Date-of Mfg /lara npoussoacTea ; 02/2018 Date of Expiry / Cpok rognocts : 01/2021
- [Ne | Test!Tecr * Result/ Pesynbratel | Specification / Mo pokymeHTauum
n ‘Des_cri‘potjon;[ Onucanve| Transparent, pale yellow| Transparent, colorless or pale-yellow solution /
Yoor o T solution / Mpospaurbii, GecypeTHbIR UNN CBETNO-XENTeIA pacTeop.
R CooteeTtcTBYET
’ Identmcatlon /A a) Gomplies as a) Retention time of the main peaks in the chromatogram
E nomunuoc-rb prescribed/ of test solution should correspond to retention time of the
. By HPLC I BS)KX B cooTBETCTBUM C main peaks on the chromatogram of ketorolac
! ONUCaHNEM romethamine and naproxen standard solution / Bpemena
Ci , NEPXUBAHUS OCHOBHBIX NUKOS Ha XpOMAaTorpamMme

X MCNbLITYEMOre pacTeopa JoMKHEl COOTBETCTBOBATh
Bpemesam yacpxneatiia CCHOBHBIX NMAKOB Ha

S - , XPOMaTOrpaMMe CTaHQapTHOro pacTeopa KeToponaka
R : ‘ TpoMETaMiHa M HanpoKceHa.

. "B . |Transparence/ . Complies The drug should be transparent or comparable to

£y | © [ipospautocts reference standard 1. / Tipenapar gonxeH ObliTt

{
. J ..

{

i

I

NPo3pavHLIM WK BLIAEPXKUBATD CPEaBHEHUE C 3TaNOHOM I

Not mare than 0.060 at the wavelength 430 nm../ He
bonee 0,060 npu grivHe BonHe! 430 Hw.

.7 b
‘Color / LiseTHocTs

Opinion : APPROVED
3aknioueHwe | OQOBPEHO

" ,Checked by / JokymeHT Quality Assurance Manager/Executive

,npoaepeu _ MeHegxep no CHEUEHNIO KayecTBa
/ '

ﬂposebeHo

ST B :PGundu Reddylrl ‘l'yngy M.Venkateswariﬁao-l‘ll. Srinivas Voletff Cpunneac Boneti
sl PeAaw ~_|Benxareceapa Pao

Datel,qara -, |Date/fara: Date / aTa :

P 23/04!2018 .1 7| 2310472018 123/04/2018

Dr. Re&ﬁy‘s-Laﬁora’jt’:i‘ie‘s Limited, FTO Unit 1, Plot No's, 137, 138, 145 & 146, S.V, Co-op Industrial Estate, Bollaram Village,
~ Vinnaram:Mandal, Medak District, Telangana, Indig-502325. Tel : +91-8458-279610/279622
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' CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANN3A

Page 2 of 3

. Prdddé:t.:"Ketorol.
 lintramuscular administration, 30 mg/ml

solution for intravenous and

MNpopykr : KeTopon®, pacTsop ANA BHYTPUBEHHOrO 1
HYTpUMbILLEYHOro BBEAeHUs, 30Mr/imn

" | Batch No f Cepus’Ne : AB054

Batch Size / O6kem napvim : 225 Lirs

AR No / AHanwTwyeckuii oTyeT : 880001244120

Date of Analysis / lata ananusa : 23/04/2018

. . | Date of Mfg ./ QaTta npouzsoncraa ; 02/2018

Date of Expiry / Cpok rogawocts : 01/2021

-

g

« [MexaHuigckme BRIOYEHNUA

4 N!. Teﬁt I Tect Result / PeaynbraThl Specification  No pokyMeHTayuu
B s |pH A ] 7,39 6.9-79/ 0169808079
6 . 7| Particulate matter / Complies Visible particle / Bugumble JacTius!:

T 68 particles per ampoule

' | 10 particles per ampoule

¥ e
ke

Absence of particulate matter during visual
control against dark and light background./
OTCYTCTBUE MEXaHUYECKUX BKITIOMEHUHA npy
BU3YanbHOM KOHTPOIe Ha TEMHOM W CBETNOM
thoHe.

Invisible particles / HeBuavmbie yactuyb:
a) >/=10 pm - NMT 6000 particles per
ampoule /

YacTuuet pasmepoM - 10 MKM —

He Bonee 6000 yacTuL/amnyny

b) >/=26 pm NMT 600 particles per ampaoule /
HacTuybl pasmMepom - 25 MkmM -
He Gonee 500 yactuwamnyny

" [7 .. [Related Substances
* - . {MocTopoHKWe npumecu

0.02%

!
N 0.003%

T 0.25%

. 0.4%

-|c) any individua! unidentified impurity NMT

|d) total impurities NMT 1.0 % /

a)- ketorolac 1-ketoanalog NMT 0.3% /
1-keToaHarora keToponaka — He Gonee 0,3 %

b) b) ketoralac 1-hydroxyanalog NMT 0.1% /
1-ruapokecuaHanora ketoponaka — He Gonee
0.1 %

0.5% I moBol epMHUIHON
HeugeHTUDULMPOBaHHON NpyUMecH — He
bonee 0,5 %

CyMMbI Npumecei — He Gonee 1,0 %

'
ok

[

_-|Remarks ; The Prodict conforms to above specifications
o Hpumeqaune: Flponyﬁr-qooraemmye'r BhbILEyKa3aHHbLIM
“lCneundukauvaM

Opinion : APPROVED
Sarnouerue : OJOBPEHO

-

B "

[
i

-, | Prepared by / Mposepeto q M/Qhecked by / [lokymeHT

npoaepem/ .

| Quality Assurance Manager/Executive

Meuw«eWaﬂenm KayecTBa

" IP-Gundu Reddy/TT. Iynay Peaan

M.Venkateswara Rao - M.
BeHkateceapa Pao

Srinivas Vleti / Cpusupac Bonetw

Date / JaTa : 23/04/2018

Date / laTa : 23/04/2018

" *|Date / fata: 23/0412018

r
N}

i

H

i

- Dr, Reddy’s Labo';ato,v;'ieégLimitod, FTO Unit 1, Piot No's. 137, 138, 145 & 146, SV. Co-op Industrial Estate, Bollaram Village,
Jinnaram Mandal,.Medak District, Telangana, India-502325, Tel : +91-8458-279610/279622
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| DrReddy’s ":..

CERTIFICATE OF ANALYSIS

CEPTUBUKAT AHATIU3A

Page 3o0f3

intramuscular admlnlstrat|on 30 mg/mil

Product Ketorol solution for intravenous and

Mpoaykr : Ketopon®, pacTeop AN BHYTPUBEHHOTO U
BHYTPUMBILLEYHOrO 8BegeHun, 30Mrivn

- . | Batch No'/ CepwsNe : AB0S4

‘Batch Size | O6vem napruu : 225 Lirs

RONE % AR No /‘AHanuTU4eckui oTuer : 890

001244120 Date of Analysis / [lata ananusza : 23/04/2018

Date of Expiry / Cpok rogtoctu : 01/2021

Date of Mfg / lata npoussogcTea : 02/2018

: : T cUINe . |Test/Tecv = Result / Peaynerars! Specification ! Mo gokyMeHTaunn
L "8, .~ - | Extractable volume / 1.0mL Not less than nominal / He Meree
ot . - " Uzenekaemeiii o6bem {Nominal Volume : 1.0 mL) HOMUHaNbLHOro

“' 9 . Bactenal endotoxins Less than 5.8 EU/mg of

. 9 . Not more than 5.8 EU/mg of ketorolac
. .ISaKTepnaanbla ketorolac tromethamine tromethamine / He Gonee 5,8 B3/mr
st-t.qomxcmw KETOPONAKA TPOMETaMWHE
' {10 - Sterjlily { CrepunsHocts | Complies Sterile / CrepuneH

1. Assay IKonuqecreeHHoe

ketorolac tromethamine / keToponaka

P . onpeneneHne TROMETaMuHa,
P STl S Sy 29.9 mg/ml (100%) 27.0 = 33.0 mg/ml (90-110% of label claim) /
SRR R AR ot 27,0 8o 33,0 mrimn (90-110 % oT
! T 3aSTBNEHHOTO KONMYecTEa)
H : iy 4.32 mg/ml Sodium chloride / HaTpus Xnopuaa :
e Do - 4.20 — 4.50 mg/ml / oT 4,20 po 4,50 Mrimn
) - o 11.63 %(viv) Alcohol content / 3tatona
i . 3 10.60 — 12.60% {v/v)/ ot 10,60 no 12,60 %
- (06/06)
. : Remarks The Product conforms to above specifications Opinion : APPROVED
” ] l‘lpumeanne MpoaykT CoOTBETCTBYET BILLIEYKA3AHHBIM Sakniouenne : ONOBPEHQO
s B cneuuq:mxauuﬁm cho,
Prepared b_y_l Hpos@"péﬂo Checked by / [lokymeHT Quality Assurance Manager/Executive
(r\ﬁ.\\k\‘f‘ npoBepeH dﬂ—’"’ MeuenmeWequmm KayecTea
T . IP. Gundu Reddyﬂ'l l'yuny Pepom- M.Venkateswar;: Rao - M, Srinlvés Yeleti / Cpunisac Boretw
TR BeHkatecsapa Pao
R Date I,E[aTa 23/04/201 8 . Date / fata : 23/04/2018 Date / Oata : 23/04/2018
{

o s

. Dd -l.?eddg}'s'[ab_or-atqries-Limited, FTO Unit 1, Piot No's. 137, 138, 185 & 146, S.V, Co-op Industrial Estate, Bollaram Villags,
© Adirinarani Mandal, Medak District, Telangana, Indla-502325. Tel : +91-8458-279610/279622
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MUAUCTEPCTBO 3/(PABOOXPAHERHS
POCCHIACKOM DEJIEPALIUU

. ‘ PerucTpanuontoe YI10CTOBEPEHRE
: _.Tzemapf:"raemmro NpenapaTa L METHNHRCKOro NPpEMCHCHIA

wt .
R el ‘
Vo e
Yool .

, .,"g"n:bm'séé N

(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:

e
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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
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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




