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Product :/ Ketorol (Ketorolac) solution for intravenous and intramuscular ll]JCCtIOl]StJﬂYIIHg/ITll

IpoayKT: KeTopon® (KeToposaK) pacTBOp ISl BHYTPIBCHHOTO M BHY TPHMbILICYHOTO BBEACHTTA, 30 MI/M7
Batch No / : V220760 Batch Quantity / 1 272727ampules /
Cepust Ne ObbeM cepun 272727 amMnyn
Analytical Report No / : 890001618289 Date of Analysis / 1 26.09.2022
AHANUTHYEeCKUI 0TueT No JlaTa aHanu3a

Date of Manufacture/ : Aug.2022 Date of Expiry / : Jul.2025
JlaTa npou3BoACTBA T'omen o

Analysis performed according ND / Ananus npozreiien mo HJI: JITT-001365-170222
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peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YAEPKHUBAHUS OCHOBHEIX TTHKOB Ha
XpoMaToTpaMMe HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YIEPKUBAHWUS OCHOBHBIX [HKOB Ha
XpOMaTorpaMMme CTaHA2PTHOTO
pacTBOpa KETOpOJaKa TPOMETaMHHA
" HaTIpOKCEHa (paszgen
«KonH4uecTBEHHOE OTpe/Ie]IEHHE)

1}2 Test / Hoka3zaTeab Results / PesyabTaThl Specification / Hopma
1 Description / Onmucauue Clear colorless solution. / | Clear colorless to pale yellow solution.
IIpo3pauHslii OecBETHEIH pacTBOD. / Tlpo3paunelii OccuUBETHBII UK
CBCTIIO-XKEJITEIH pacTBOP.
2 Identification / The retention times of the mam | The retention'times of the main peaks

in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) /  Bpemena
YOEpKUBAHW OCHOBHBIX TTHKOB Ha
XpoMaTorpaMMe HCIBITY EMOTO
pacTBOpa JOJKHBI COOTBETCTBOBATEH
BpEMeHAM YAEPKWUBAaHHUA OCHOBHBIX
ITHKOB Ha XpOoMaTorpamMe
CTAHIAPTHOTO PacTBOpa KeTopolawa
TpOMeTaMHHa W HaTpOKceHa (pa3zen
«KonuyecTBeHHOE ONPEJENERNEN)

3 Clarity / IIpo3paunoctsh

Complies / CooTBeTcTBYyET

The opalescence of the sample should
notexceed opalescence of reference
suspension ./ Omanecuennus
TIpenapaTa He JOJKHA TIPEBEIINATh
OMallCCUEHIINIO 3TAIOHA CpaBHEHHS |

4 Color / IIBeTHOCTEL 0.05 Not more than0.20at430nm. /
He 6onee 0,20 ipy AnuHE BOIIHBL
430 am.

5 pH 7.32 From 6.9 to 7.9./ 0t 6,9 no 7,9.

| 6 | Particulate matter / MexanndueckHe BKJIIOYEeHHU A

Remarks: The Product confirms to ND/
[Tpumeuanue: IIpoayxT coorseTcTBYeT Tpeboranusam HJI

Conclusion: APPROVED/
3axmouenne: OJOBPEHO

Prepared by / Checkedby / Approved by: Manager/Executive /
IMoarororiexo: Kushal Kumar ITpoeepeno: Pravesh Rana Onob6peno: Mengmxep / PykoBoauTesnb
™ A - AmitKumar [ At
\
Reprint Date / Reprint Date / Reprint Date /
Hata:26.09.2022 Jlarta: 26.09.2022 Hata :26.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad -

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mzaildrreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIN3A Tel : +91 98166 56001-02

Product :/ Ketorol (Ketorolac) solution for intravenous and intramuscular i J'é‘f:'t'i?)ﬁéf?bul'ﬁg/lnl

TpoaykT: KeTopon" (KeTOpoJidK) pacTBOP AJit BHYTPHBEHHOTO 11 BHYTPHMBILIICYHOTO BBEACHHSA, 30 MI/MI
Batch No / : V220760 Batch Quantity / : 272727ampules /
Cepus Ne O0beM cepuu 272727 amnyn
Analytical Report No / : 890001618289 Date of Analysis / 1 26.09.2022
AHAIUTHYECKHIT 0THeT No JlaTta ananusa
Date of Manufacture/ : Aug.2022 Date of Expiry / : Jul.2025
JdaTa npoH3BOACTBA Tonen no
Analysis performed according ND / Ananus npoeeaen mo HJL: JITI-001365-170222
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6A Visible particles / Complies / CooTBeTCTByET Should correspond to requirements. /
Bunumele 9acTHLb! B cooTBeTCTBHY € TPEOOBAHUAMU.

6B Invisible particles /
HepunuMele 4a CTHIIBL:

i. Particles > 10 pm/ 11 not more than 6000 per ampoulc /
Yactuu pasMepom > He 6onee 6000 Ha aMITyTy;
10 MM

ii. particles >25 pm/ 00 not more than 600 perampoulc/
4aCTHI pa3MEpoM > He 6onee 600 Ha aMITy Ty .
25 MM

7 Related substances / PojcTBeHHbIe TPUMECH
Impurity A / TTpumecs A 0.15% not more than 0.20 % / He 6omee
0,20 %;
Impurity B / IIpumccs B Below Limit of Detection(LOD=0.014%)/ | not more than 0.50 % / Hc Gomec

Huxe npenena oGHapysxenus (I10 = 0.014 %) 0.50 %:

Less than LOQ (LOQ=0.033 %) /Huxe
npeaena KONWIECTBECHHOT O onpencneHus .
(ITKO=0.033 %) 0,50 %;

Impurity C / Tlpumecs C not more than 0.50% / He 6omec

Impurty D / TIpumecs D Below Limit of Detection (LOD =0.014%)/ | Dot more than 0.20 % / we OGomee
Hwxe npenena oGHapy xenus (TTO = 0.014 %) 0,20 %.

Any unspecified impurity / 0.05% Not more than 0.20 % / He 6onee
EnvunnuHas HeugeHTU UL~ 0,20 %.
pOBaHHA S IPHMECH
Totalimpurities / CymMa 0.20% Not more than 1.50 % / He 6omee
mpumMeceit 1,50 %.
8 Extractable volume / 1.0 m1/ 1.0 M Not less than labelclaim (1.0 mL)/
HseiexkaeMblii 00beM He menee nomuuansHoro (1,0 M)
9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajibHble <=0.725 E3/mMr tromethamine./ He 6onee 5,8 ED/Mr
3HAOTOKCUHBI KeTOpONaKka TPOMeTa MUHA.
Remarks: The Product confirms to ND/ Conclusion: APPROVED/
[Tpumeuanue: IIpoaykT cootBeTcTBYET Tpebopanmsam HJ{ 3akmouenue: OJOBPEHO
Prepared by/ Checkedby / Approved by: Manager/Executive /
TMogroronmeno: Kushal Kumar Mponrepenn: Prayesh Rana Onofipero: Mewemkep / PykosomTenn
v/ «'L Amit Kumar S

(> — AN
Reprint Date / Reprint Date / Reprint Date /
Hata:26.09.2022 JlaTa:26.09.2022 JaTa :26.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyder:bad - 500034, Telangana, India
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CIN: L85195AP1984PLCOO4507
www:drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT ATIAJII3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

Fo
.luu SO

Product:/ Ketoro] (Ketorolac) solution for intravenous and intr dmusuuldx mJectlons 30 mﬂ/ml

Mpoaykr: KeTopoit® (KeTopoaak) pacTBOP Al BHY TPHEEHHOTO H BHYTPHMbILICYHOTO BBEACHNA, 3 0 MI/MII
Batch No / : V220760 Batch Quantity / 1 272727ampules /
Cepus Ne O0beM cepuu 272727 amnyn
Analytical Report No / : 890001618289 Date of Analysis / 1 26.09.2022
AHAMUTHYECKUTH oTHeT No JarTa ananu3a

Date of Manufacture/ : Aug.2022 Date of Expiry / : Jul.2025

JlaTa npou3BoACTBa T'ogen xo

Analysis performed according ND / Anamis nposegen o HJI: JITI-001365-170222

Page3 of4/Crp.3u34

10 Sterility (every 15th batch) /
CTepvabHOCTh (A79 KAKI0H
15-0ii cepuu)

Complies / Crepunen

Must be sterile. / Jomxen O6vITh
CTEPUIIBHBIM.

glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack./

Ilo 1 w™Mn B aMnymsl U3
CBET03a IIUTHOTO CTEeKIa
kopuyneporo kiacca I (USP). B
BEpXHEH YaCTH aMITyJIBl HaHECEHBI
KOJBLO ¥ TOYKa JUis pasmoma. Ha
aAMITYITy HAKIEHBAIOT 3THKCTKY.

IIo 10 aMmmyn ¢ HMHCTpYKUHEH IO
TIPUMEHEHHIO TOMELIAIoT
B [IBX/anwoMurneBsIi 61HCTED.

TTo 1 6nucTepy B Na4Ky Ka pTOHHYIO.

11 Assay / KosauyecTBenHoe 29.51mg /2951 mr From 27.0mg to 33.0mg of
onpeaeleHue Ci15sH13NO3-C4H1INOs (ketorolac

tromethamine)per 1 mL./ Ot 27,0 mr
mo 33,0mr  Ci5Hi3NO;-C4sHIINGs
(xkcTopoNaka TPOMCTAMHH) B 1 MIL.

12 Alcohol content / ITanoJ 11.65% From 10.60 % to 12.60 %. /
Or 10,60 % mo 12,60 %.

13 Packaging / YnakoBka I mLin class I light-shielding amber | 1 mL in class I light-shiclding amber

or dark amber glass ampoules (USP).
A cutring and point in the upper pant
of ampoule. A label is attached to
ampoule.

10 ampoulesand a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a cartonpack./

Ilo 1 MI B  aMIOyJel H3
CBETO3aIIUTHOTO CTeKIa KOPHYHEBOTO
WIW  TEMHO-KOPHYHEBOTO  IIBETA
xmacca I (USP). B Bepxneii yactu
aAMIIyTbl HAHECEHb! KONBUO M TOYKA
Iu1a pasnoMa. Ha amiryiry Ha KileHBaroT
ITHKETKY.

Ilo 10 ammyn ¢ HWHCTpyKUHEH TI0
NpUMECHCHUIO TTOMeIIa FOT
B IIBX/antoMHHHEBEI 611CTED.

ITo 1 6rucTtepy B MayKy KapTOHHYTO;
ons  craguomapos: mo 2, 3, 5
GIUCTEPOB B TaYKy KA PTOHHYIO.

14 Labelling / MapkupoBka

According toND /B cootserctrun ¢ HJI.

Remarks: The Product confirms to ND/
ITpumeuanne: IIpoaykT cooTBeTcTBYET Tpeboranuam H/L

Conclusion: APPROVED/
3akmouenue: OJIOBPEHO

JaTta:26.09.2022

JaTta: 26.09.2022

Prepared by / Checkedby / Approved by: Managet/Executive /
TToarororneno: Kushal Kumar TIporepeno: Prayesh Rana Onob6peno: MCHEI{H\BP / PyKOBOJ:(I/ITeJTB
C\wy| ;Zl Amit Kumar [\ __:;H, .
-
Reprint Date / Reprint Date / Reprint Date /

Jarta :26.09.2022

Registercd Offica: 8-2-337, Road Ne. 3, &
Jel- +91 40 4900 2900, Fax: +91 40 4900 229
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CIN: LS5195AP1984PLCOCIELT
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUO®UKAT AHAJIU3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injéctions, 30 mg/ml
| poayxT: KeTopon* (KeTOpONaK) pacTBOp Al BHYTPIBCHEOTO ¥ BHYTPHMBILIEYHOT'O BBEAeHIA. 30 MT/MA
Batch No / : V220760 Batch Quantity / : 272727ampules /
Cepus Ne O6nBeM cepun 272727 amnyn
Analytical Report No / : 890001618289 Date of Analysis / 1 26.09.2022
AHauTUYeCKUH 0THeT No JlaTa anasusa

Date of Manufacture/ : Aug.2022 Date of Expiry / : Jul.2025

JaTa npou3BOACTBA Toxen oo

Analysis performed according ND / Anasns mpoenen mo H/I: JITI-001365-170222
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15 Storage conditions / Ina place protected from light below 25 °C. Do not freeze. / B sammtuensom
Xpanenne OT CBETa MecTe Tpu TeMriepaType He Bele 25 °C. He 3aMopaxuBaTh.
16 Shelf-life/ Cpok rogHocTH 3 years./3 rona.

Remarks: The Product confirms to ND/
ITpumeyanne: IpoayKT cootBeTcTBYET Tpebopanmam H/L

Conclusion: APPROVED/
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarororneng: Kushal Kumar ITpoeepeno: Pravesh Rana Onobpeno: Meremkep / PykoBomTens
ﬁ./,_ A Amit Kumar Fey/

Reprint Date / Reprint Date / Reprint Date /
Hata:26.09.2022 Hata: 26.09.2022 Hata :26.09.2022
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