Dr.Reddy’s ‘;’:‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

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

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculeminjéusddys 30nng/ml

IIpogykT: Ketopon® (keToposnak) pacTBop [Uisi BHyTPHBEHHOTO W BHYTPHMbILIEYHOrO BBEASHMS, 30 MI/ma
Batch No / 1 V220287 Batch Quantity / : 209090ampules /
Cepus Ne O06bem cephH 209090 amnyn
Analytical Report No / : 890001589219 Date of Analysis / : 30.04.2022
AHajauTHYeCKHH oTyeT Ne JlaTa aHaauM3a

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

JlaTa npoM3BOACTBA T'open g0

Analysis performed according ND / Auaan3 nposeaen mo HJI: JI[1-001365-170222

Page1of4/Crp.1u3 4

[Mpumeuanue: [Tpopykt cooTBeTcTBYET TpeboBanuam HJT

i‘? Test / IlokazaTennb Results / PesyabTaTs! Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Npo3paunslii 6ecLBETHBIN PacTBOP. /  IlpospauHblii OecHBETHBIH WU
CBETJIO-KEINThII pacTBOD.

2 Identification / The retention times of the main | The retention times of the main peaks
MoaauHHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay section) / BpemeHna
yIepKUBaHHs OCHOBHBIX IIHKOB Ha | YAEP)KHBAHHA OCHOBHBIX IIHKOB Ha
XpOoMaTorpaMMme HCIBITYEMOro | XpoMarorpaMme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa MOJDKHBI COOTBETCTBOBATDH
yIEPXMBAHUS OCHOBHBIX NMUKOB HA | BpEMEHaM YNEPXKUBAHHS OCHOBHBIX
Xpomarorpamme CTaHJAPTHOTO | IHKOB Ha XpoMarorpaMmme
pacTBOpa KETOpoNaka TPOMEeTaMUHa | CTaHIapTHOTO DPacTBOpa KeToponaka
" HaMpoKCceHa (pazmen | TpomeTaMHHa M HampokceHa (pasmen

«KonuuecTBeHHOE OIpEeNIeHNE) «KoJNMYeCTBEHHOE OIPEIENICHUEN)

3 Clarity / Ilpo3payHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npemnapaTa He JOJDKHA NPeBbIIaTh
OMANeCUEHIHIO 3Tall0OHa CpaBHEeHHA L.

4 Color / lIeeTHOCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu 1uHe BOJTHBI
430 M.
5 pH 7.30 From 6.9t07.9./0t16,9 no 7.,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Zaxmouenne: OJJOBPEHO

Prepared by /
[oarorosneHo: Ankit

Checked by /
ITposepeHo: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pymﬁonmcnb
Pavan Kumar Sharma

g

P

(B
Reprint Date /

Hara: 30.04.2022

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Hara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHATH3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculwinjéetidas: 30mg/ml
IIponykT: Ketopon® (keToponak) pacTBOp /s BHYTPHBEHHOTO W BHYTPUMBILIEYHOTO BBeneHH s, 30 Mr/m
Batch No / : V220287 Batch Quantity / : 209090ampules /
Cepun Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001589219 Date of Analysis / : 30.04.2022
AnanurHyeckuii oTuer Ne Jara ananmsa
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JaTa npou3sBoJCTBA T'ogen xo
Analysis performed according ND / Ananns nposeaen no H/L: JIT1-001365-170222

Page 2 of 4 /Crp.2 n3 4

6 Particulate matter / MexaHH4YecKHe BKIIOYEHHUSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumbie 9acTHIEI B cOOTBETCTBUH C TPeGOBAHUAMHU.
6B Invisible particles /
HeBuauMBIe YaCTUIIbL:
i. Particles> 10 pm/ 05 not more than 6000 per ampoule /
YacTtul pasmMepom > He Gonee 6000 Ha ammyiy;
10 Mxm
ii. particles >25 pm/ 00 not more than 600 per ampoule /
YacTHUL pa3MePOM > He 6onee 600 Ha amITyITy.
25 MKM
7 Related substances / PoacTBeHRbIE IPHMECH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / ITpumecs B Not detected / He oGHapyxena not more than 0.50 % / me Gonee
0,50 %;
T Less than LOQ (LOQ = 0.033 %)/ H
Impurity C / Ilpumecs C npeszlenznmnﬁe(cmgﬂﬂom onpe))lene:):: not more than 0.50 % / He Oonee
(TTKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Less than LOQ (LOQ = 0.047 %) / Hixe not more than 0.20% / He Oonee
ApeseNna KONHYECTBEHHOIO OMpeaeeHus 0,20 %.
(TIKO = 0.047 %)
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnvHMYHas HeuAeHTUHLH- 0.07% 0,20 %.
poBaHHas IPUMECH
Total impurities / Cymma 0.22 % Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BiiexaeMblit 06bem He menee HomuHaipuoro (1,0 mi)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpogykT cooTBeTcTBYeT Tpebosanmam HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ankit IIpoeepeHo: Pardeep Kumar Ono6peno: Menemxep / P 1;0:30;1}11‘&:1:5
‘ Pavan Kumar Sharma « ?'1 Pt
(A = —
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2022 Jara: 30.04.2022 Hara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculivitjéceiddss 80nng/ml
IIpoaykr: Kertopon® (keToposiak) pacTsop [yisi BHYTPHBEHHOIO X BHYTPUMBIIIEUHOTO BBECHHUSA, 30 MI/mu1
Batch No / : V220287 Batch Quantity / : 209090ampules /
Cepns Ne O61em cepnn 209090 amnyn
Analytical Report No / : 890001589219 Date of Analysis / : 30.04.2022
AHanuTHYECKHH oTyeT No Jara ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jata mpou3BoacTBa I'ogen no
Analysis performed according ND / Anasn3 nposenen no H/I: JII1-001365-170222
Page3 of4/Crp.3u3z 4
9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanabablie <=(.725 EQ/mr tromethamine. / He 6onee 5,8 ED/mr
3HIO0OTOKCHHBbI KETOpoOJiaka TpOMETaMUHa.
10 Sterility (every 15th batch) / Complies / Ctepuinen Must be sterile. / JlomkeH ObITb

ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHusIM H/T

CTepuibHOCTL (A5 KaXI0H CTEPUJILHBIM.
15-0ii cepum)
11 Assay / KoanuecTBeHHOE 29.65mg / 29.65Mr From 270mg to 33.0mg of
onpeaefeHHe CisHi3sNOs-C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mmr C15H13N03'C4H11N03
(keToponaka TpOMEeTaMHH) B 1 MIL
12 Alcohol content / ITanon 11.73 % From 10.60 % to 12.60 %. /
01.10,60 % no 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akaouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit

(b

Checked by /
Tporepeno: Pardeep Kumar

~f -

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pvmso;:n«wenb
Pavan Kumar Sharma

g

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Kegistered Offlce: 8-2-387, Rudd Nu. 8, Banjaid Hills, |lyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS .
Distt. Solan, H.P., 173 205, INDIA
CEPTUO®UKAT AHATU3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculimisjéetddss 30nng/ml
Ipoaykr: Keropon® (keToposiak) pacTBop Uls BHYTPHBEHHOIO ¥ BHYTPMMBILIEYHOTO BBEACHUS, 30 MI/MN
Batch No / 1 V220287 Batch Quantity / : 209090ampules /
Cepus Ne O0bem ceprH 209090 ammyn
Analytical Report No / : 890001589219 Date of Analysis / : 30.04.2022

AHanuTHYeCKHH oT4eT Ne

JlaTa ananusza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

JaTa npou3BoOACTBA

Toaen no

Analysis performed according ND / Anasin3 nposenen nmo HJI: JIIT-001365-170222

Page4 of4/Crp. 4n3 4

13 Packaging / YnakoBka

1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to

ampoule. ampoule.

10 ampoules and a patient | 10ampoules and a patient information
information leaflet in a | leafletin a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 w1 B amoynsl w3 | inacartonpack./

CBETO3aLLMTHOTO crekia | [lo 1 Mo B aMmysnsl 3

kopuyHeBoro kmacca I (USP). B | ¢BeTO3alIMTHOTO CTeKJa KOPUUHEBOTO
BEpPXHE# YacTH aMmIlylisl HAHECEHbl | WIM  TEMHO-KOPHYHEBOrO  LBETa
KONMBLIO M Touka mis pasnoma. Ha | xmacca I (USP). B Bepxueidl yactu

amIyJTy HakJeuBaroT 3THKETKY. aMIyJIBl HaHECEHBI KONbLO M TOUYKa
Ilo 10 ammyn ¢ MHCTpYKUMe# Mo | i pasioma. Ha ammyny HakiienBaioT
NPUMEHEHHIO MOMEIIAIOT | 3THKETKY.

B IIBX/anmoMuBneBbI i ONHCTED. Ilo 10 amnyn c HHCTPYKLMEH IO
o 1 6nucTepy B mMauky KapTOHHYIO. | INPUMEHEHHIO MOMELIAI0T

B [IBX/antoMuHKeBbIH 6UCTED.

ITo 1 6mucTepy B NaYKy KapTOHHYIO,
Ui cTauuoHapoB: mno 2, 3, 5
6NUCTEPOB B NAUYKY KAPTOHHYIO.

14 Labelling / Mapkupoeka

According to ND / B coorsercTeuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHsom
OT CBETa MECTe MpH TeMIepatype He Boille 25 °C. He 3aMopakuBath.

16 Shelf-life / Cpok ronsoctu

3 years. / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumevanue: IIpoaykT cootBeTcTBYeT Tpebosanuam HJJ 3aknawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxroroeneno: Ankit [Mpoeepeno: Pardeep Kumar Onobpeno: Menemxep / P}f,l\'OBOﬂl[TLJ‘[b
/L g Pavan Kumar Sharma ~Clee———~ _—
(’_,/_,A i /—"/
Reprint Date / Reprint Date / Reprint Date /
Jata: 30.04.2022 Jlata: 30.04.2022 Jara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



