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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
Distt. Solan, H.P., 173 205, INDIA
CEPTMOUKAT AHATH3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaminjecticadcBocang/ml
IIpoaykT: Ketopon® (keToposiak) pacTBop /sl BHyTPUBEHHOTO M BHYTPUMbILIEYHOTO BBE/IGHHS, 30 Mr/mi
Batch No / 1 V220244 Batch Quantity / : 209090 ampules /
Cepnsa Ne O0bem cepun 209090 ammyn
Analytical Report No / : 890001585745 Date of Analysis / : 12.04.2022

AHaJIuTHYeCKHIl oTUeT N2 JlaTta anainza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npou3BOACTBA TI'open go

Analysis performed according ND / Auauns nposegen nmo HJL: JIT1-001365-170222

Page 1 of4/Crp.1u3 4

i.oo Test / [lokazaTesnb Results / PesyabTaTs! Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

[Mpo3pauHelii GeclBETHBIN pacTBOP. / Tlpospa4Hblii OecLBETHBIN WIH

CBETJIO-XKEJIThIH pacTBop.

2 Identification /
IMopauHHOCTD

The retention times

of the main | The retention times of the main peaks

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) / Bpemena | (Assay section) / Bpemena
YIEPXKUBAHHUA OCHOBHLIX [IMKOB Ha | YOEP)KMBAHHA OCHOBHEIX THKOB HA
XpOMaTorpaMme UCTILITYEMOTO | XpoMarorpaMmme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa MOJDKHBI COOTBETCTBOBAThH
yOEPKUBAHHMA OCHOBHEIX [IHKOB Ha | BPeMeHaM YAEPXMBAaHHS OCHOBHBIX
XpoMarorpamme CTaHOAPTHOTO | IHKOB Ha XpoMaTorpaMMe
pacTBOpa KEToposiaka TPOMETaMHHA | CTaHOAPTHOIO DPacTBOpa KeToponaka

U HarpoKceHa (pa3men | TpoMeTaMHHA U HANpoKceHa (pasfen
«KonuiecTBEHHOE ONPEAEIICHUER) «KonMueCTBEHHOE OTIPEIENICHUEN)

3 Clarity / IIpo3paunocTb Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHIuA
npenapara He JOJDKHA [PEBEIINATh
OnaJleCUEHIMIO 3TAJIOHA cpaBHEeHus 1.

4 Color / IIBeTHoCTb 0.03 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu ayiMHe BOJIHEBI
430 HM.
5 pH 7.32 From 6.9 t0 7.9./ 01 6,9 10 7,9.

Remarks : The Product confirms to ND/
IMpumeyanue: [IpoaykT cooreTcTBYeT TpeboBanmsam HJI

Conclusion : APPROVED /
3akmouenue: QJOBPEHO

Jara: 12.04.2022

Jara: 12.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Naresh Kumar | ITposepeng: Rahul Kumar OpobpeHo: Menemxkep / PykoBoauTenb
& QL Manoj Kumar .
= T
Reprint Date / Reprint Date / Reprint Date /

Jara: 12.04.2022

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: L85195AP1984PLC00O4507
www.drreddys.com




Dr.Reddy’s “!’

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIMU3A

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 intramuscularvinjectioedd @0cnrg/ml

Ipoayxr: Keropon™ (keToponak) pacTBOp JUls BHYTPHBEHHOIO M BHYTPHMBILUEHHOTO BBE/CHMS, 30 Mr/ma
Batch No / 1 ' V220244 Batch Quantity / : 209090 ampules /
Cepust Ne O0beM cepHu 209090 ammyn
Analytical Report No / : 890001585745 Date of Analysis / : 12.04.2022
AHanuTHYeCKHH oT4yeT Ne JlaTa aHaJIM3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npon3BoOACTBA T'omen 10

Analysis performed according ND / Ananns nposesen no HJI: JITT-001365-170222

Page 2 of 4/ Ctp. 2 n3 4

6 Particulate matter / MexaHH4YecKHe BKJIOUYEHUA

6A Visible particles /
BuayiMble YaCTHIBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTcTBMM C TPEOOBAHUSAMH.

6B Invisible particles /
Hepnoumble 4aCTHLIBL:

i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
Yacrui pasMepom > ne 6onee 6000 Ha aMnyiy;
10 Mxm
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
YacTHI pasMepoM > He 6onee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTBeHHbIE IPHMECH
Impurity A / Ilpumecs A 0.14 % not more than 0.20 % / He OGoiee
0,20 %;
Impurity B / Tlpamecs B INOfdeteoled L CIo0 HepyaEra not more than 0.50 % / He Gonee
0,50 %;
- Less than LOQ (LOQ = 0.033 %) / Hinxe
Impurity C / Ipumecs C NpElIeNa KOIHMECTREHHOO ONPEAETIEHHS not more than 0.50% / He OGonee
(TTKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Hivxe not more than 0.20% / He Ooisee

npeaena obuapyxenus (110 = 0.014 %)

0,20 %.

Any unspecified impurity / 0.12 % Not more than 0.20 % / He Oonee
EnunuyHas HeuaeHTuGuIH- 0,20 %.
poBaHHas MPUMECH
Total impurities / Cymma 0.27 % Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

WssaexaeMblii 00beM

He menee HomuHansHoro (1,0 mr)

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT coorTsercTByeT TpebGosanusM HJ{

Conclusion : APPROVED /
Zakawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Naresh Kumar | [Ipoepero: Rahul Kumar Onobpeno: Menemxep / Pykosoauresnb
(;j ﬁm Manoj Kumar g
N ; s
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.04.2022 Hara: 12.04.2022 Hara: 12.04.2022

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJTHU3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaminjecthivaes\3(-oig/ml

IIpogykr: Kertopon® (keToposak) pacTBOp [UIsl BHYTPMBEHHOTO M BHYTPHMBILIEYHOTO BBECHHS, 30 mr/mn
Batch No/ 1 V220244 Batch Quantity / : 209090 ampules /
Cepus Ne O0bemM cepiu 209090 ammyn
Analytical Report No / : 890001585745 Date of Analysis / : 12.04.2022
AnanuTHyecKuii oruer Ne JlaTa aHa/1d32

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

JlaTa npoH3BOACTBA I'oaen mo

Analysis performed according ND / Ananu3 npoegen no HJI: JI[1-001365-170222

Page 3 of4/Crp. 33 4

9 Bacterial endotoxins /
BakrepuajibHbIe
3HAOTOKCHHDI

<=0.725 EU/mg /
<=(.725 ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KeTOopoJiaKka TPOMETaMHUHa.

10 Sterility (every 15th batch) /

Sterile / Ctepunen

Must be sterile. / JlomxeH ObITb

CTepHIBHOCTD (A1 KAXKAOH CTEPWIbLHBIM.
15-o0ii cepun)
11 Assay / KoaM4yecTBeHHOe 29.61 mg/29.61 Mr From 27.0mg to 33.0mg of
onpenejeHHe CisHi3sNO3 C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 Mmr C15H13NO3'C4H11N03
(keToponaka TpoMeTaMHH) B 1 MIL.
12 Alcohol content / ITaHon 11.78 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
Ipumeuanne: TTpogykT cooTBeTcTBYeT TpeboBanusam HJ

Conclusion ;: APPROVED /
Bakawyenune: OJOBPEHO

Prepared by /
IToaroroeneno: Naresh Kumar

=

Checked by /
l'[posepelqo: Rahul Kumar

{_.
¥
L il

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautes

Manoj Kumar ly_:;
gl

Reprint Date /
Hara: 12.04.2022

Reprint Date /
Hara: 12.04.2022

Reprint Date /
Hara: 12.04.2022

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
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Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS .
CEPTUDHKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaminjectiozts) 30-ang/ml
IIpoaykKTr: Ketopon® (keToponak) pacTeop /il BHYTPUBEHHOrO H BHYTPHMBILIEYHOrO BBeICHHA, 30 Mr/mn
Batch No / : V220244 Batch Quantity / : 209090 ampules /
Cepus Ne Oo6nemM cepu 209090 ammyn
Analytical Report No / : 890001585745 Date of Analysis / : 12.04.2022
AHaauTHUecKHH oTdeT Ne Jlara ananm3za
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npou3BoACTBA T'open 1o

Analysis performed according ND / Anasu3s npoeegen no HJI: JI[1-001365-170222

Page4 of4/Crp.4u3 4

13 Packaging / Ynakoska

ampoule. A label is
ampoule.

10 ampoules and
PVC/aluminum blister.
CBETO3aIUTHOTO

KOpHUYHEBOIr'o KJiacca

KOJBIIO H TOYKA HJIA

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

attached to | of ampoule. A label is attached to
ampoule.
a patient | 10 ampoules and a patient information

information leaflet in a | leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 wMn B amoynsl U3 | inacarton pack. /

crewia | [fo 1 wMn B  amoynsl U3
I (USP). B | cBeTO3alIMTHOIO CTEKJIAa KOPHYHEBOIO

BerHeﬁ YaCTH aMIlyJibl HaHECEHbI WIn TEMHO-KOpHYHEBOI'O BCTA

pasnoma. Ha | wracca I (USP). B BepxHei wactu

aMITyJTy HaKJIEUBaIOT dTUKETKY. aMIIyJIbl HaHeCEeHBl KONBLIO M TOYKa
TMo 10 ammyn ¢ uHCTpYKUMeH mo | mAnd pasnoma. Ha ammyny HakieuBaiOT

MPUMEHEHHI0 MOMELIAIOT | 3THKETKY.
B [IBX/amoMuHHEREIH OnHCTED. Ilo 10 ammyn ¢ UWHCTpyKUMEH IO
Io 1 GaucTepy B MaYKy KapTOHHYIO. | TPUMEHEHMIO [OMELIA0T

B [IBX/anoMuHueBbI GIHCTED.

[To 1 6nucTepy B auKy KapTOHHYIO;
UIA  CTallMoHapoB: mo 2, 3, 5
ONUCTEPOB B MaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootrercteun ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected fro

m light below 25 °C. Do not freeze. / B samuineHHOM

OT CBETa MeCTe IpH TeMriepatype He Beinie 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 roga.

Remarks : The Product confirms to ND/
ITpumeyanue: [IpoaykT cooTBeTcTBYeT Tpebosanusam HJT

Conclusion : APPROVED /
Zaknwuenne: OJJOBPEHO

Jara: 12.04.2022

Jara: 12.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Naresh Kumar Hposepenq;Rahul Kumar Ono6peno: Menemxep / PykoBoaHTelb

@/ \ . Manoj Kumar })'» il
Reprint Date / Reprint;Date / Reprint Date /

Jara: 12.04.2022

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: L8S195AP1984PLCO04507
www.drreddys.com




