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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

Product : / Eetorol (Ketorolae) solution for intravenous and intramuscular injections, 30 mg/ml

[IpoaykT: Ketopon™ (keToponak) pacTEop A4 BHYTPHBEHHOPO H BHYTPHMEIIEHHOTO BBedeud, 30 Mr/mi
Batch No / + V210012 Batch Quantity / : 2,30,000 ampules /
Cepnn Ne Obdnem cepun 2,30,000 amnyn
Analytical Report No / : 890001504290 Date of Analysis / : 31.01.2021
Auannradecknii oTuer Ne Hdara anannia

Date of Manufacture / ; Jan-2021 Date of Expiry / : Dec-2023
JlaTa npoH3BEOACTEA Tojgen ao
Analysis performed according ND / Ananus nposexen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 fmsm.Ne 1 or 14.01.2020, arnend No 2 from 24.08.2020 /uzm.Ne 2 o1 24.08.2020)

Pagelof 4/ Crp. 1 w34

N‘_:: Test / Mokazatens Results / Pesyasratht Specification / Hopma
1 Description / OnHcanue Clear, colorless  solution. /| Clear, colorless to pale yellow
IMpospa4Helil, GecupeTHRINA pacTEOp. solution. / Tpospaunsiii, SecuseTHBIA
HIH CBETIO-HENThIH PACTROR.
1 Identification / The retention times of the main | The refention times of the main peaks
IMugaunHDe 1 peaks in the cluomalogram of test | in tbe chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) [/
section) /[ Bpemena ynepskusanma | Bpemena  yIepwHBAHHA OCHOBHEIX
OCHOBHEIX MHKOR HA | MHEOB Ha KPOMATOrPaMME
APOMATOIPEMML HENBITY GO HULBNTYEMDIO pacTBOpa Lo HbL
PACTBOPA COOTBETCTBYIOT BPEMEHAM | COOTBETCTBOBATh BpEMEHAM
YAEPHMBAHKA OCHORHRIX THKOR HA | YNEMXHRAHWA OCHOBHBIX TTHKOB Ha
XPOMATOrpaMME PACTEOPA | XPOMATOIpaMme pacTeopa
CTAHIAPTHLIX 00pATUOE KeTopoNiaka | CIRHIAPTHRIX o0pasloR KeToponaka
TPOMETAMHHA H HANPOKCEHA (painen | TPOMETAMHEA H HAMPOKCEHA (pazdgen
«HONHYECTBEHHOE ONPELeNeHHER ) «KonwuecTeerHoe onpeacnenney)

3 Clarity / Ilpo3paqnocTs Complies / CooTeeTCTEYET The opalescence of the sample should
not exceed opalescence of reference
suspension I/ OnanecueHLHA
NpenaparTa ic GoHHA NPCeBRIIIATE
ONANECLEHLIHEY ITANOHA CPaBHEHHA |

4 Color / IIseTHOCTS 0.03 Abs Mot more than (.20 at 430 nm /

He Gonee 0,20 npu gauHe BOJHS
430 1M
5 pH 7.30 Between 6.9 and 7.9/ 6,9 -79
Kemaks - e Froduct confinms to WD/ Conclusion : ATTROVED /
Mpumeuanne: [TpoayxT cooreetcTyeT Tpebosanmnam HI Faxnwaenne: OJJOBPEHO
Frepatsd Ly ¢ Cliwchd by / Appovad y! ManagerTaccutive /
Monrotoeneno: Pardeep Kumar | [1posepenp: Himesh Kumar | OpoGpeno: Menepiep / PykosoauTens
P gj—”/& Pawan Kumar 9‘
Reprint Date / Print Date / Print Date
Jara: 31.01.2021 Hara: 31.01.202] Hara: 31.01.2021

Registered Office; #-2-337, Road No. 3, Banjara Hills, Hyderabad - 200034, AP, India
Tel: 91 40 4000 2000, Fax: 91 40 4900 2999, Enual: mailigdreaddys.com
CIM: LRS19SAPI9R4PLCO0L50T
wirw. drreddys.com



Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPFTHO®PHEAT AHAJH3A

Product : / Ketorol {Ketorolac) solution for intravenous and intramuseular injections, 30 mg/ml
IpomyKr: Keropoa™ (KeToponak) pacTBOD A1 BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BEEAeHU, 30 mMr/mn
Batch No / : V210012 Batch Quantity / ¢ 2,30,000 ampules /
Cepun Ne Qibem cepun 2.30,000 asmmyn
Amnalytical Report No / : 890001504290 Date of Analysis / : 31.01.2021
AnaNATHYeCKHH 0T9eT N JaTa amaania

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023

Iara npoH3IBOACTEA Togen 10

Analysis performed according ND / Ananus nposenen no HJ: JITT-001365-231118 (amend Ne 1 from
14.01.2020 fwam.Me 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /mzm.Ne 2 or 24.08.2020)
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[ Particulate matter / Mexannuyeckue BKAWYICHHA
A WVisgible particles / Complies / CooTeTcTRYET Should correspond to requirements !
BuaHMBle YaCTHUI B cooTBETCTBHM ¢ TPEOOBAHHAMH
6B Invisible panticles /
HesnumnM bt Has 1 MLUbL,
i. Particles = 10 pm / 9 Mot more than 6000 per ampoule /
YacTHUR! pa3MEPOM = He Gonee 6000 Ha ammyay;
10 mkn
ii. Particles = 25 pm / 1 Not more than 600 per ampoule /
YacTHuE pazMepoM = He Gonee 600 na amimyny.
25 MEM
7 Related substances / Pogersennbie npaMect
Impurity A/ TTpudecs A 0,14% Not more than 0.20% / He Gonee
0,20 % .
Impurity B / ITpumecs B BDL (Disregard Arca [803) Mot more than 0.50 % / He Gonee
0,50 %
Impurity C / [paMecs C MNot more than 0.50% / He bonee
P Less than LOGQ (0.033%) 0,50 % “
Impurity I/ Tlpumecs D Mot more than 0.20 % / He Gonee
BDL (Disregard Area 1803) 0,20 %
Any unspecified impurity / Mot more than 0.20 % / He Gonee
EnMHHMHAA HEHACHTHHIN- 0.05% 0,20 %
POBAHHAA NPHMECE
Total impurities / Cymma 0.19% Mot more than 1.50 % [/ He bonee
npuMeced 1.50 %
Remarks : The Product confirms to NI/ Conclusion : APPROVED /
TMpumeyanue: [Tponykr cooTeetcTeyet Tpeborannsm HIT Faxmouecane: OJJOBPEH(O
Prepared by / Checked by / Approved by: Manager/Executive /
Mogrorosnene: Pardeep Knmar | Uporepenp: Tlimesh Komar Opnhpean: Mencmkep / PykonoanTent
ﬁ C:;j’-’_ﬂ Pawan Kumar X
N ~—
Reprint Date / Print Date / Print Date /
Jara: 31.01.2021 Hara: 31.01.2021 Hara: 31.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 500034, AJF, india
Tel: 91 40 4000 2000, Fax: 91 40 4900 2000, Email: maili@dmeddys com
CIN: LES195AP1984PLCO04507
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Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTHDTHEAT AHAJIIA3A

Product : /|  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

MpoavKT: Kertopon™ (keToponak) pacTeop s BHYTPHBEHHOIO H BHYTPHMBILUEYHOTD BBEREHUA, 30 Mr/mn
Batch No / : V210012 Batch Quantity / : 2,30,000 ampules /
Cepua Ne Odnem cepun 2,30,000 amnyn
Amnalytical Report No / : 8900013504290 Date of Analysis / : 31.01.2021
AHANHTHYECKHIT oTHeT Ne Jlara anannza

Date of Manufacture / : Jan-202] Date of Expiry / : Dec-2023
JlaTa npoHIBOACTRA TogcH oo

Analysis performed according ND / Anasns nposesen no HJL: JITT-001365-231118 (amend No 1 from
14.01.2020 /uam MNe 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
Hzienewaemitil 0bwem

1.lml/1.1Mn

Mot less than label claim (1.0 mL) /
He menee HomuHaasHoTo (1,0 Mn)

9 Bacterial endotoxins /
BakrepuaicHmMe
IHATTOKCHH LI

<=(), T25EUW/mg /
<=0.725E3/mr

Mot more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5.8 ED/mr
KETOPOMAKE TROMETAMHHA

10 Sterility / CTEpHARHOCTh

Complies / Ctepunen

Should be sterile / Crepunes

i1 Asgay [ Ko iecTReNoG onpeaeacHie

a} Ketorolas tromethamine /
KeToponaka TPOMETAMHH

L) Sodivm chloride / TTatpus
K0P

2072 mg / 29.72 mr

427 mg/mL / 4.27 mrfmn

From 27.0mg to 33.0mg of
CisHiaNOs CaHy  NO3 {kl:l:nm]aﬂ
tromethamine) per 1 ml /O 270 mr
v 30,0 CpllpM0y Chll MOy
{KeToponaKa TPOMETAMHH) B 1 Mn

Deiween 4.2 megml and 4.5 mpfinl /
OT1 4,2 Mrisn g0 1,5 Mrisn

12 Aleohol content / Iranon

11.90 %

Retween 10.60 % and 12.60 % /
Ot 10,60 % a0 12,60 %

Kenanhs

e Frodoot coad s by MLY
TMpumesanue: [ponykr cooteercreyer TpedosadnaM HT

Uvnclusion - AFPPRUY L/
Jaknwvenne: OJJOGPEHO

Prepared by /
Hoarotoeneno: Pardeep Kumar

Checked by /
Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
OnoGpeno: Menemxep / Pyxoronurens

Pawan Kumar @

Reprint Drae /
Hera: 31.01.2021

Print Drawe /
,EEaIa: 31.01.2021

Prinl Daie /
Hara: 31.01.2021
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Dr.Reddy’s s
CERTIFICATE OF ANALYSIS
CEPTHPHUEKAT AHAJIH3A

Product : / Ketorol (Ketorolac) selution for intravenous and intramuscular injections, 30 ma/ml

Ipoayir: Keropon™ {keToponak) pacTBOp ANE BHYTPHEEHHOMD H BHYTPHMBILLEYHOrD BReAeHHA, 30 Mr/mn
Batch Na / : V210012 Batch Quantity / : 2,30,000 ampules /
Cepua Ne Odnem cepun 2,30,000 amnyn
Amnalytical Report No / : 890001504290 Date of Analysis / : 31.01.2021
AnaanTHYecKHi oTueT Ne JlaTa anannza

Date of Manufacture / + Jan-2021 Date of Expiry / s Dec-2023
ara nponzB0ACTRA ["onen no

Analysis performed according ND / Ananns uposesen no HI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 fusm Ne T or 14.01.2020, anend Ne 2 fiom 24.08.2020 fuam Ne 2 o1 24.08.2020)

Pagedofd/ Crp.duz d

13 Packaging / ¥ nakoska | 1 mLinclass I amber glass ampoules | 1 mL in class I amber glass ampoules
(USPY A cul thip dod poinl in ie (UsFY A cul uoyg and puid we the
upper part of ampoule. A label is | upper part of ampoule, A label 15

attached to ampoule. attached to ampoule.

10  ampoules and a patient 10 ampoules and a patient information
information loaflot in a | loaflot in o PYClaluminum blicter,

Y aluwnin Llistc. 1 blistera in a carton pacly

[ blisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack.

[lo | Mo B aMOyiel H3 TEMHOIO
crekna kmacca T (TUSP) B repxueit | Tlo 1 Ma B aMnyviibl H3 TEMHOTO CTERNA
YACTH AMIYIEI HAHCCEHEL KONBLO H knacca I (USP), B pepxseli wacTH
TOYKa LTH pﬁ'}_ﬂDMa, Ha ﬂMrﬂ":l}' AMTYIRI HAHCCEHBL KONBLUO H TO4KA

VLR T PP T, A pasiona, Ha sy marismwae )
Mlie 10 aMImym © WHCTRYRIHGH oo | YTHRCTRY.

MPHMEHEHHIO OMELAKYT [T 10 aMinyil € HHCIPYRUKER 10
B [IBX/amoMuHBEREIR OnHcTep. MPHMEHEHHID NOMELIART

T 1 AnecTeny R MATKY KAPTAOHRYIO, R TTRX/ anionMiHieRn i GancTep.

IMo 1 GoucTepy B NATKY KAPTOHHYHD,
AnA  cTauMoHapoe: mo 2, 3, 3
BNHCTEPOR B NAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka According to ND / B coorsetctann ¢ HJI,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B sampmennom
Xpanenue OT CBETA MECTE NPH TeMnepatype He Beine 25 “C. He saMopamHBaTh.

16 Shelflife / Cpok roanoctn 4 years / ) ropa.
Remarks : The Product confirms to WD/ Conclusion : APPROVED /
Mpumeuanne: Iponykr cooreercteyer TpeGopannam HIJ Jaxnwuenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INogrotosneno: Pardeep Kumar | Tpoeepeng: Himesh Kumar | OnoGpeno: Menemicep / Pykorogmrens

= C:-qu Pawan Kumar EJ

Reprint Date / Print Date / ’ Print Date /
Jlara: 31.01.2021 Hara: 31.01.2021 Jara: 31.01.2021

Registered Office: £-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, AF, India
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