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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUOHUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac}) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaysr: Keropon” (ketoponak) pacTsop JUis BHYTPHBCHIIOFO W BHYTPHMEILIEYHOTO BEeAeHHs, 30 Mr/mn
Batch No / : V230816 Batch Quantity / s 272727 ampules /
Cepus Ne O6nem cepun 272727 ammyn
Analytical Report No / : 890001699092 Date of Analysis / : 26.11.2023
AHaJIHTHYeCKHi oTyeT No JlaTa anannsa
Date of Manufacture / : 10/2023 Date of Expiry / : 0972026
Jdara mpou3BoaCTBA Tonen xo
Analysis performed according NI / Ananus uposegen no HJI: JITT-001365-170222

Page 1 of 5/Crp.1m3 5

I;? Test / TlokasaTesinb Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Clear  Colorless  solution. / | Clear colorless to pale yellow solution.
ITpo3payHbiit 6ecLBETHBI pacTBOD. / Tlpospaunbiii 6eCUBETHBIA MM
CBETJIO-XKENThIiH PacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
TlopnuuHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should comespond 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) /  Bpemena
YACPXUBAHWUA OCHOBHBIX IMMKOB Ha YACPXKUBAHUA OCHOBHBIX IHUKOB Ha
XpoMaTorpamMme HCIBITYEMOIO XpoMarorpaMme UCTIBITYEMOro
pacTBOpa COOTBETCTBYIOT BpEMEHAM pacTBOpa HOJIXKHEI COOTBETCTBOBATH
YACPXKHBAHHA OCHOBHBIX TITHKOB Ha BpéMEHaM YHACpPXHUBAaHUA OCHOBHBIX
XpoMaTorpamMme CTAHAapTHOTO | [HMKOB Ha XpoMaTorpamme
pacTBOpa KeToponaka TPOMETaMKHHA | CTaHZAapTHOrO PAcTBOpa KETOpOJjaKa
" HanpoKCeHa (pazmen | TpOMeTamMHHA ¥ HanpOKCeHa (pasJjen
«KonuuecTBeHHOE ONpeeIeHHE) «KonuuecTBeHHOE OMpeneeHue»)

3 Clarity / IIpozpayHocTs Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
Ip€napaTa HE OOJXXHA [IPpEBBIINATH
OMANECUEHIMIO ITAIOHA CpaBHERHA L.

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

He 6osee 0,20 npu anuHE BOTHBI
430 M.

5 pH 7.40 From 6.9 t07.9./0T16,9 5o 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: [TpoaykT cooTBeTcTByeT TpeboBanusm HJT 3akmiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Amit l’atia} ITposepeno: Santosh Kumar | Ogobpeso: Menemucgp / PykoroaHTens

S At Maurya m-( Abhishelc Chauhan k—
Reprnint Date / Reprint Date / Reprint Date / )
Hara:26.11.2023 Hara: 26.11.2023 Hara: 26.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com

CIN: L85195AP1984PLCO04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTHOHKAT AHAJIH3A www.drreddys.com

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

IMponykT: Ketopon™ (keroponak) pacTsop AjiA BHYTPHBEHHOTO M BHYTPHMBILIEYHOI'O BECACHMA, 30 mMr/mn
Batch No / 1 V230816 Batch Quantity / : 272727 ampules /
Cepns Ne ObbeM cepHH 272727 amnyn
Analytical Report No / : 890001699092 Date of Analysis / : 26.11.2023
AyagsTHYecKHi oTIeT No Jarta anHaqamia

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTa npoH3BOJCTEA Togen oo
Analysis performed according ND / Ananns nposeaen no HJI: JIT1-001365-170222
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6 Particulate matter / MexaHiH4YecKHe BKJIIOYEHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuanMbie 9acTALBI B cooTBETCTBHH C TPEOOBAHUIMH.
6B Invisible particles /
HepuauMble 4aCTHLIBL:
i. Particles> 10 pm/ 01 not more than 6000 per ampoule /
YacTHI pa3sMEpOM > He 6onee 6000 Ha ammyJy;
10 Mxm
ii. particles>25 um/ 00 not more than 600 per ampoule /
YaCTHL[ pa3MEPOM > He Gonee 600 Ha amIyny.
25 MKM
7 Related substances / PoacTrBeHHbIe npHMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / pot more than 0.50% / He 6oiee
Huxe npenena obHapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He OGomnee
Huxe nipenena KONHYECTBEHHOTO 0,50 %;
oupenenenus ([IKO = 0.033 %)
Impurity D / ITpumecs D not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena o6uapyxenus (110
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Goiee
Enuandyas HeMneHTHQHIK- 0.05% 0,20 %.
pOBaHHas MpUMeCh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [Iponykt coorsercrryet Tpebosannam HII 3armoyenue: OJJOBPEHO

JaTa:26.11.2023

Hara: 26.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Togrotoenero: Amit Patial | | IIposepero: Santesh Kumar | OnoGpeno: Menemwgep / PykoBOANTENE
fo-byo— [ Maurya *f’\‘f Abhishek Chauhan )
e — t {
Reprint Date / Reprint Date / Reprint Date / ik

Jara: 26.11.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3ZA

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
www.drreddys.com

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

ITpoayKT: Kertopon™ (keTopoak) pacteop i BHYTPHBEHHOTO ¥ BHYTPHMBIUCHHOTO SBEACH usi, 30 Mmr/mn
Batch No / 1 V230816 Batch Quantity / : 272727 ampules /
Cepust Ne O6beM cepi 272727 amnyn
Analytical Report No / : 890001699092 Date of Analysis / : 26.11.2023
AnanuTHuecKHii oTyer Ne Jara anajamia
Date of Manufacture / : 10/2023 Date of Expiry / :+ 09/2026
Jlara npon3BoaAcTBa Togen 10

Analysis performed according ND / Ananus aposejen no HJI: JII1-001365-170222

Page3 of 5/Crp.3n3 5

Total impurities / Cymma 0.20% Not more than 1.50 % / He Gouee
fipumMeceil 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3eaexaeMblii 00bem He menee nomunainsHoro (1,0 mm)

9 Bacterial endotoxins / «<=0,725 EU/mg / Not more than 5.8 Ell/mg of ketarolac
BaxrepHanbHble <=0.725 EQ/mr tromethamine. / He Gonee 5,8 E3/Mr
IHIOTOKCUHBI KETopOJiaka TPOMETaMUHA.

10 Sterility (every 15th batch) /
CTepHaLHOCTL (105 KAXKAOH
{ 15-oii cepum)

NA

Must be sterile. / JlomkeH OBITh
CTEpHIBHEIM.

11 Assay / KonuyecTBEHHOE
onpeneneHHe

29.57Tmg/ 29.57 mr

From 27.0mg to 33.0mg of
C1sH13sNO3- C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
1o 33,0wmr C15H13NO;- C4H 1 1NO3
(keToponaka TpoMeTaMuH) B 1 M.

12 Alcohol content / TaHoJ] 11.80 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

IMpumeuanne: ITpoayxT cootseTcreyer Tpebosannam HJL

3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TloaroToBNEHo! Anﬂi‘t_‘Patial Iposepero: Santgsh Kumar | Onobpeo: Menemxkefy / PyxoBogurenb
~V e k;rr_-“'f Maurya A= Abhishek Chauhan \¥ \

Reprint Date / Reprint Date / Reprint Date /

Jara:26.11.2023 Jara: 26.11.2023 Jara; 26.11.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOHKAT AHAIIN3A www.drreddys.com

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

IpoayKT: Keropon” (keroposak) pacTeop /Ul BHYTPMBEHHOTO 1 BHYTPHMBILIEYHOr0 BECACHUA, 30 Mr/mn
Batch No / : V230816 Batch Quantity / : 272727 ampules /
Cepusa No O0beM cepHy 272727 amnyn
Analytical Report No / : 890001699092 Date of Analysis / : 26.11.2023
AnanuTnyecKuii oTuer Ne Jara ananu3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npoM3BOACTBA T'oaen 10

Analysis performed according ND / Anasnus nposejen no HJL: JITT-001365-170222
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13 Packaging / YnakoBka

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

ampoule.
10 ampoules and a paticnt
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

INIo 1 w™Mn B amnynkl U3
CBETO3ALUKUTHOTO CTeKa
xoprunesoro kuacca 1 (USP). B
BEpXHEM HacTH aMilyJibl HaHECEHBI
KONBLO M ToYKa i paszioma. Ha
aMITyNly HAKJIEUBAIOT ITHKETKY.

IMo 10 ammyn ¢ MHCTpYKUMEH IO
[PUMEHEHUIO MOMELIAIOT
B [IBX/amomuruneBbIi Gnucrep.

ITo 1 6xMcTepy B Na4Ky KAPTOHHYIO.

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 ampoules and a patient information
leaflet in a PV C/aluminum blister.

1 blisters in a carton pack;

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

Mo 1 w™Mn B  aMuyist "3
CBETO3ALIMTHOrO CTEKI1a KOPHYHEBOTO
WIM  TEMHO-KOPHYHEBOTO  IIBETA
wracca [ (USP). B BepxHeil 4acTH
aMITy/bl HaHECEHBI KOJNBLO MU TOUKaA
s pasioMa. Ha amimyny HakneuBaoT

3TUKETKY.
Ilo 10 ammyn ¢ HHCTPYKUMEH IO
MIPHMEHEHUIO MOMELIAT

p [IBX/anomuHuesblii 6nucrep.

Ilo 1 6nucTepy B Ma4yky KapTOHHYIO;
Ui cTalpoHapoB: mo 2, 3, 5
GIHCTEPOR B TaYKy KaPTOHHYIO.

IMo 1 6imcTepy B NaYKy KAPTOHHYIO.

14 Labelling / MapknpoBka

According to ND / B cooTeetcTuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amumeHHOM
OT CBETA MECTe NMpH Temmepatype He Brilre 25 °C. He 3aMOpaXuBaTk.

3 years. / 3 ropa.

16 Shelf-life / Cpok roanoctu

Remarks: The Product confirms to ND/
[Ipumeuanue: ITpoaykT cooTBeTcTByeT Tpebobanuam HJI

Conclusion: APPROVED /
3axmoucnue: OJJOBPEHO

Hata:26.11.2023

Hara: 26.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoproroeneno: Amit Patial IIpoeepeno: Santosh Kumar | Onobpeno: Meneyiep / PykoBOAMTEND
Ao tie-f | Maurya (f\_ Abhishek Chauhnk k
=
Reprint Date / Reprint Date / Reprint Date /

Jara: 26.11.2023

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘,‘:‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HKAT AHAJIN3A www.drreddys.com

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

Hpoaykr: Keropon™ (keToponak) pacT8op JUIS BHYTPHBCHHOIO ¥ BHYTPHMBILIEUHOTO BBCACHNUA, 30 mr/mn
Batch No/ : V230816 Batch Quantity / : 272727 ampules / '
Cepuan Ne O0beM cepu 272727 amnyn
Analytical Report No / : 890001699092 Date of Analysis / : 26.11.2023
AunanuTudeckuii ordeT Ne Jlata aHaIH3A

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa mpon3BoACTBA Topen no
Analysis performed according ND / Ananus nponeaen no H/: JII1-001365-170222
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API name / Haumenopanune A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

Homep cepuu cyGeranunu nponisoauntes IJld:

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

Homep cepuu npouseoputens ADC: ABOHOUSSTH

FP Manufacturer API Batch number / FEQA00498

API Manufactured by & country /
Ipouzsogurens ADC, crpauna:

Dr. Reddy's Laboratories Ltd., India /
I-p Pesuu'c Jlaboparopuc Jita., Hupus

Remarks: The Product confirms to ND/
[Ipumeuanue: IIpoaykr cootsercrayer Tpedopannam HJI

Conclusion: APPROVED /
Zakaouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Amit Patial

At o]

Checked by /
llpoeepeno: Santosh Kumar
Maurya (R

e

Approved by: Manager/Executive /
OnodpeHo: Meneugep / Pyrosuamicns
Abhishek Chauhan \

Reprint Date /
JaTa:26.11.2023

Reprint Date /
Hara: 26.11.2023

Reprint Date /
Jata: 26.11.2023

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: L85195AP1984PLCO04507
www.drreddys.com




