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Dr. Reddy's Laboratories Ltd,
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- CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJM3A www.drreddys.com

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

IIpoAykT: Kertopon® (xeToponak) pacTeop Ul BHYTPUBEHHOIO U BHYTPUMBIILEYHOIO BBeACHHUS, 30 Mr/mn
BatchNo / : V230818 Batch Quantity / : 272727 ampules /
Cepma No O6BbeM cepuH 272727 amnyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
AHaJJHTHYECKHH oTueT Ne Jata anaimnza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jdata IpoH3BOACTBA Topen go

Analysis performed according ND / Ananus nposegen no HII: JI[1-001365-170222

Pagel of S/Crp.1m3 5

ITpo3pausblii GecuBeTHbIM pacTBOP.

l}? Test / IlokazaTens Results / Pesynerarsi Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / [ Clear colorless to pale yellow solution.

/ Tlpospaunbli OecuUBETHBIA Hnu

CBETJIO-XKENTHIN pacTBOpP.

2 Identification /
I[MopnnHHOCTSH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpeMeHa
yIep>XHBaHHA OCHOBHBIX [MHKOB Ha
XpOMATOrpamme HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
YOEPXUBAHUST OCHOBHBIX TNHKOB Ha
XpOMaTOrpamme CTAHZAPTHOI'O
pacTBOpa KETOpOoiaka TPOMETaAMHHA
U HAaNpoKCceHa (pa3nen
«KonuuecTBEHHOE ONpENENEHHE)

The retention times of the main peaks
in the chromatogram of test solution
should comrespond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) /  Bpemena
YIOEPXUBAHHS OCHOBHBIX THKOB Ha
XpoMaTorpamMmMe UCOBITYEMOTIO
pacTBOpa JOJUKHB{ COOTBETCTBOBATH
BpEMEHAM YAEPXHBAHHSA OCHOBHBIX
MTHMKOB Ha XpoMmaTorpamMme
CTAHNAPTHOrO0 PacTBOpa KETOPOJIaKa
TpOMETaMHHA H HampoKceHa (pasmen
«KonU4eCcTBEHHOE ONpeneICHUE)

3 Clarity / llpospaiuHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuUs
npenapara He J0JDKHA NPEBBIIIATh
ONaIECIEHIMIO 3TANOHa cpaBHEHHA I,

4 Color / IIBeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpH JUIHHE BOJIHbI
430 HM.

5 pH 7.36 From 6.9t079./016,9 no 7,9.

Remarks: The Product confirms to ND/

Ilpumeqanue: [Tpomvkr cooteeteTsyer Tpebopanuam HJT

Conclusion: APPROVED /
3axurouenne: QJIOGPEHO

Prepared by /

Tlogroroenexo: Santosh
Kumar Maurya C KN

Checked by /

Approved by: Manager/Executive /

Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoaurens
Qﬁ/ﬂ Abhishek Chauhan \
e ~

Reprint Date /
JlaTta:31.10.2023

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Hara: 31.10.2023

.\‘
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CEPTHOHUKAT AHAJIN3A

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

IIpolyRT: Keropon™ (keroponak) pacTBop uls BHYTPHBEHHOTO M BHYTPHMBILICYHOrO BRC/ICHHA, 30 Mr/mn
BatchNo / : V230818 Batch Quantity / : 272727 ampules /
Cepsta Ne O6neM cepun 272727 ammyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
Ananwrnyeckuii order Ne Harta aHaausa

Date of Manufacture / : 10-2023 Date of Expiry / + 09-2026
JlaTa npoN3BoACTRA Togen 0

Analysis performed according ND / Ananns npose/ies no HJI; JIT1-001365-170222

Page2 of 5/Crp.2 u3 5

6 Particulate matter / McxaHudyecKkHe BKIOYEHHS

6A Visible particles /
BunymMble 4acTHLBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B coOTBETCTBHH C TPEOGOBAHUAMH.

6B Invisible particles /
Hepuaumuie "1acTHLIEL

Impurity B / [Tpumecs B

Not detected / He obuapyxeHa

Impurity C / Ilpumecs C

Below LOQ (LOQ = 0.033%) /
Hmxe npezena KOMUUECTBEHHOTO
onpenenenus (ITKO = 0.033 %)

Impurity D / Ilpumecs D

Below LOD (LOD = 0.014 %) /
Huxe npenena o6uapyxenus (110
=0.014 %)

Any unspecified impurity /

0.06%

i. Particles > 10 pm/ 02 not more than 6000 per ampoule /
YacTHll pazMepoM > ge Gonee 6000 na ammyiy;
10 MKM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
HacTUL pa3sMepoM = ue Gonee 600 Ha aMITyITy.
25 MKM

7 Related substances / PoacTBenHbie pHMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He 6onee

0,20 %;

not more than 0.50% / e Goiee
0,50 %;

not more than 0.50 % / He Oonee
0,50 %; *

not more than 0.20 % / He OGonee
0,20 %.

Not more than 0.20% / He 6ouiee
0,20 %.

poBaHHAs IpUMECH

EnuuydHas HEHASHTHPUON-

Remarks: The Product confirms to ND/
Tpumeuanue: ITpoxykT cooraeTcTByer TpeSosanmaM HA

Conclusion: APPROVED /
3axmoucune: QJOBPEHO

Prepared by /
INoprotoeneHo: Santosh.

Kumar Maurya (
s

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Opobpeno; Menemsep / PYKOBOIUTEIb
Abhishek Chauhan k ﬁ

Reprint Date /
JaTta:31.10.2023

Reprint Date /
Jara: 31.10.2023

| Reprint Date /
JMara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: +91 40 4900 29389, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A ~ Www.drreddys.com

Product :/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| ITpoayKT: Keropon" (keroponak) pacteop /s BHYTPHBEHHOrO H BHYTpUMBILIeYHoro peeaenus, 30 Mr/mn
Batch No / : V230818 Batch Quantity / 1 272727 ampules /
Cepusa Ne Q0bemM cepHl. 272727 amiiyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
AHasHTHYeCKHH oT4eT No JlaTa anajmsa

Date of Manufacture / : 10-2023 Date of Expiry / s 09-2026

JlaTa npoH3BOACTBA Togen go

Analysis performed according ND / Auanus nposesen no HJI: JIT1-001365-170222

Page3 of 5/Cip.3m3 5

HMipnexaeMlii 00LeM

Total impurities / Cymma 0.26% Not more than 1.50% / He 6onee
npUMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He MeHee HoMHHanbHOTO (1,0 MIT)

9 Bacterial endotoxins /
BaxrepuanpHbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EQ/Mr

Not more than 5.8 EU/mg of kelorolac
tromethamine. / He 6onee 5,8 ED/mr
KeTopoJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) /
CrepuiibHOCTD (A8 KAXKAOH
15-oii cepun)

NA

Must be sterile. / JlomxeH 6wITh
CTEPHITBLHBIM.

11 Assay / KouvecTBeHHOE 29.73 mg/ 29.73 mMr From 270mg to 33.0mg of
onpejejeHue C1sH13sNO3- C4H 1NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
no 33,0mr C;sH;sNO: CsH;1NO;
(xeTopoJiaka TPOMETaMHH) B 1 MII.
12 Alcohol content / 3Tanon 11.61 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/

Ipumeuanue: IIponykT coorseTcTBYeT TpeboBanusm HIL

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: Santos IIpoeepeno: Pardeep Kumar | Onobpeno: Mereyucep / PykoBoauTens
Kumar Maurya QL-/- Abhishek Chauha&/ l

Reprint Date / | Reprint Date / Reprint Date / = |
Jata:31.10.2023 Jarta: 31.10.2023 JHara: 31.10.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Felangana, 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 Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUPHUKAT AHAJIM3A

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

IpoaykT: Keropon™ (keropoiiak) pacTBOp /Ui BHYTPMBEHHOIO U BHYTPHMBILIEYHOTO BBEACHHS, 30 MI/my
Batch No / : V230818 Batch Quantity / : 272727 ampules /
Cepun No Obbem cepun 272727 amnyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
AnasiaTH4eckHii oTueTr No Jara anamm3a

Date of Manufacture / ¢ 10-2023 Date of Expiry / : 09-2026
Jlata npoH3BOJCTBA Tomen no

Analysis performed according ND / Ananns nposegen wo HJI: JIT1-001365-170222

Paped of 5/ Crp. 4183 5

13 Packaging / Ynakorxa

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

ampoule.
10 ampoules and a paticnt
information leaflet in a

PVC/aluminum blister.

1 blisters in a carlon pack. /

IIlo 1 w™Mn B aMioynsl U3
CBETO3aIIUTHOTO CTeKJIa
xopryHesoro knmacca I (USP). B
BEpXHEN 4acTH aMnyJsbl HaHECEHEI
KOJIbIIO M TOYka i paznoma. Ha
aMITyJTy HaKIE€HBaIOT 3TUKETKY.

Ilo 10 amMmyn ¢ MHCTpYKUMeEH IO
NPUMEHEHUIO [OMEILAIOT
B [IBX/antoMUHKEBEII OHCTED.

Mo 1 6nucTepy B nayky KapTOHHYO.

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

10 ampoulcs and a paticnt information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

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

ITo 1 wmn B amMnynsl  u3
CBETO3AIUTHOTO CTEKIIAa KOPUYHEBOTO
WIH  TEMHO-KODUYHEBOTO  LIBETA
knacca I (USP). B BepxwHeit wactu
ammynsl HaHECeHBI KOJBIO U TOYKa
AnA pasnoma. Ha amnyny HakieHBaroT

STHKETKY.
[To 10 ammyn ¢ HMHCTpyKUMeH @0
NPUMEHEHHIO MIOMELLAIOT

B [IBX/anoMuunerksld 6nucrep.

ITo 1 6nucTepy B ayky KapTOHHYIO;
IS CTallMOHapoB: mo 2, 3, 5
61UCTEPOB B AaYKy KapTOHHYIO.

ITo 1 6ucTepy B NayKy KapTOHHYIO.

14 Labelling / Mapkupoeka

According to ND / B coorerctBum ¢ H/I.

15 Storage conditions /
XpaHeune

In a place protected from light below 25 °C. Do not freeze. / B 3amumieaHoM
OT CBETa MecTe NpH TeMnepatype ke Bbiue 25 °C. He 3amopaxuBats.

16 Shelf-life / Cpok rognocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Mpumeuanue: ITpoayKT cOOTBETCTBYET Tpeboranusm HIT

Conclusion: APPROVED /
3akniouenne: OOBPEHO

Prepared by /
IMoarotosieHo: Santosh

Kumar Maurya (Eé .

Checked by /
ITpoeepeno: Pardeep Kumar

Opobpeno:

Approved by: Manager/Executive /

Menenxep / PykopoauTess
Abhishek Chauha‘r]i)k \

Reprint Date /
Hara:31.10.2023

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Jara: 31.10.2023
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CIN: L85195AM1984ML.C004507
www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02

CEPTHOHKAT AHAJIU3A

www.drreddys.com

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

IlpomykT: KeTopon™ (keToponak) pacTsop Ui BHYTPHBEHHOr0 W BHYTPHMbILICYHOTO BECACHNA, 30 Mr/ma
Batch No / : V230818 Batch Quantity / : 272727 ampules /
Cepua Ne O0beM cepHH 272727 amnyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
Anannruyeckuii oTyer No Jlata ananuza
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jara npoH3BoACTBA I'open Jo

Analysis performed according ND / Ananus nposenen no HJL: JIT1-001365-170222

Page50f 5/ Cip. Sus 5

API name / Haumenopanue ADC:

Ketorolac tromethamine / KeToposaxa TPOMETaMHUK

Homep cepuu cyberanuun nponssogurens LJIO:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /

Homep cepun nponssoantens AOC: ABQH003814

FP Manufacturer API Batch number / FEQA00498

API Manufactured by & country /
Mpouzeoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepnn'c JliGopavopuc Jita., Muaus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: [lpoaykt coorseTcTByeT Tpebosaunam HJI 3axmouenne: OJJOGPEHO

Prepared hy / Checked hy / Approved by: Manager/Executive /
Ioarorosnedo: Santgsh TIposepeno: Pardeep Kumar | Omo6pero: Mesnemep/ Pykosonurene
Kumar Maurya _&, f Abhishek Chauhan l; k
Reprint Date / Reprint Date / Reprint Date /

Jata:31.10.2023 _ Iarta: 31.10.2023 Hara: 31.10.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




