Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

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

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

Tel : +91 98166 56001-02
www.drreddys.com

Product : /

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

Hpoaykr: Ketopon™ (keroponak) pacTeop Uid BHYTPUBEHHOTO W BHYTPHMBILIEYHOTO BBCACHHA, 30 mr/mn
Batch No / : V230815 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepHH 272727 ammyn
Analytical Report No / : 890001697936 Date of Analysis / : 31.10.2023
ApanuTH4eckHii oryer Ne Jara anaiusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npon3BojCcTBA I'osen 1o

Analysis performed according ND / Ananu3 npoBefeH no HJL; JII1-001365-170222

Page1ofS/Crp. 1 w35

i,? Test / IlokasaTenb Results / PesyibTaTs! Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[po3paunslii GecBETHBIM pacTBOP. / Tlpo3pauHblif OGeCUBETHBIH KM
CBETJIO-KEJNTHII pacTBOp.
2 Identification / The retention times of the main | The retention times of the main peaks
IopiMHHOCTD 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) / BpeMeHa
Y/IEp)MBaHUsI OCHOBHBIX MHKOB HAa | YHEP)KMBAHHA OCHOBHBIX IHKOB Ha
XpoMaTorpamme UCTILITYEMOTO | XpoMaTorpamme UCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa JOJDKHbI COOTBETCTBOBATH
YIep)KUBAHHSA OCHOBHBIX [IMKOB HAa | BpEeMEHaM YNCPKHBAHHA OCHOBHBIX
XpoMaTorpamme CTaHAApTHOTO | IHMKOB Ha XpoMaTorpamMme
pacTBOpa KeTopojaka TPOMETaMHHa | CTaHAAapPTHOro pacTBOpa KETOpojaka
U HaIpOKCeHa (pasnen | TpoMeTaMHHa M HampokCeHa (paszen
«Kon\uuecTBEHHOE ONPEEIICHHE) «KOoNHIecTBEHHOE ONPEICIICHUEY)

3 Clarity / Ilpo3payHocTb Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnus
npenapara He JOJDKHA [PEBbIIIATE
OMnasecleHILMIO STaJIOHa cpaBHEHMs L.

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

He 6onee 0,20 npu JUIMHC BOJTHBI
430 uM.
5 pH 7.37 From 6.91t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/

[Mpumeuanue: IIpoaykT coorsercTByeT TpeboBanuiM HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh IIposepeno: Pardeep Kumar | Ono6peno: Menemsep / Pykosonurens
Kumar Maurya @j&' Qﬁ—" Abhishek Chauhan B \
Reprint Date / Reprint Date / Reprint Date / B
Jara:31.10.2023 Hara: 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: L85155AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIA3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpolykT: Keropon® (keToposiak) pacTsop T BHYTPHBEHHOTO W BHYTPHMbILUIEYHOTO BBEeHHS, 30 Mr/ma
BatchNo / : V230815 Batch Quantity / : 272727 ampules /
Cepra Ne O0beM cepuH 272727 amriyn
Analytical Report No / : 890001697936 Date of Analysis / : 31.10.2023
AHasliTHYecKHil oTuer No JaTa anajusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npoH3BoACTBA T'open xo
Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-170222
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6 Particulate matter / MexaHnnuyeckue BK/IIOYCHUSA

6A Visible particles /
BuauMple 4acTHIIbI

Complies / CoOoTBETCTBYET

Should correspond to requirements. /
B COOTBETCTBHH C TPEOOBAHUSIMU.

6B Invisible particles /
HeBuauMbie 4aCTHULIbL:

Impurity B / IIpumecs B

Below LOD (LOD =0.014 %) /
Huxe nipeaena o6Hapyxenus (I1O
=0.014 %)

i. Particles> 10 pm/ 02 not more than 6000 per ampoule /
YacTtuu pasmMepoM > He 6osee 6000 Ha aMITyay;
10 MxMm

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YACTUL PA3MCPOM > 1o Hoyee 600 11a amMIyy.
25 MKM

7 Related substances / PoacrBeHHble NpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Gonee

0,20 %;

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

Ipumeyanue: [Iponykr coorBeTcTByeT TpeboBanusm HJI

Zaxmouenne: OJIOBPEHO

Impurity C / I[Tpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Ooinee
Hixe npenena KOMMYECTBEHHOTO 0,50 %;
onpezenenus (ITKO = 0.033 %)
4 0
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
0,20 %.
Huxe npenena obHapyxenus (IO
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnuHudHas HeuneHTHQULH- 0,20 %.
poBaHHas PUMeCch
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Hara:31.10.2023

Jarta: 31.10.2023

Jata: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Sanfosh IIposepeno: Pardeep Kumar | Ono6peno: Menemxkdp / Pykooauresns
Kumar Maurya % E Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L851S5AP1984PLC0O04507

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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAINA3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTsop /uisi BHYTPHBEHHOIO H BHYTPHMbIUIEYHOTO BBEACHNUS, 30 Mr/mM
Batch No / : V230815 Batch Quantity / + 272727 ampules /
Cepusa Ne O0bem cepHn 272727 amriyn
Analytical Report No / : 890001697936 Date of Analysis / : 31.10.2023
AHAJHUTHYECKHH oTYeT No JlaTa ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jlara npou3BoOACTBA I'onen o
Analysis performed according ND / Anasu3 nposeaen mo HJI: JI[1-001365-170222

Page3 of 5/Crp. 3 m3 S

H3BnexaeMblii 06bem

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

He menee HoMuHanbHOTO (1,0 M)

9 Bacterial endotoxins /
BakTtepuajabHbIe
IHIOTOKCHHbI

<=0.725 EU/mg/
<=0.725 E3/mr

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

10 Sterility (every 15th batch) /
CTepu/ibHOCTDb (AJ11 KAXKAOH
15-0it cepum)

NA

Must be sterile. / JlomkeH ObITb
CTEPUIIBHBIM.

11 Assay / KonnuecrBeHHoe
onpejaeieHUe

29.74 mg/ 29.74 mr

From 27.0mg to 33.0mg of
C1sH;3NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0mr C;sHisNO3 CsH1NO3
(keTopoyiaka TpOMETaMMH) B 1 M.

12 Alcohol content / Tanona

11.65 %

From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanmsam HJL

Conclusion: APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroenexo: Saptosh IIposepeno: Pardeep Kumar | Omobpeno: Menemiep / Pykosonurens
Kumar Maurya Abhishek Chauhai&\d\
Reprint Date / Reprint Date / Reprint Date / N
Hata:31.10.2023 Hata: 31.10.2023 Hata: 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




Dr.Reddy’s Q':'.

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
www.drreddys.com

Product : /

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

IpogykT: Keropon® (keToponak) pacTBOp Juisi BHYTPUBEHHOTO ¥ BHYTPUMBILIEUHOro BBeAeH!s, 30 Mr/ma
Batch No/ : V230815 Batch Quantity / : 272727 ampules /
Cepust Ne O0bem cepuH 272727 amiyn
Analytical Report No / : 890001697936 Date of Analysis / : 31.10.2023
AnajguTH4decKkui oTuer Ne HJaTa aHanu3a

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

Jdara npoM3BoACTBA T'oaen no

Analysis performed according ND / Ananu3s nposenen nmo HJI: JITTI-001365-170222

Page 4 of 5/Crp.4u3 5

13 Packaging / YnakoBka

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 patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 wMn B aMmmoyasl u3
CBETO3ALIUTHOIO cTeria
kopuyHeBoro kiacca I (USP). B
BEpXHEU YacTH aMITyJbl HaHECEeHHI
KOJIBIIO M TOYka s pasnoma. Ha
aMITy/Ty HAKJIEUBAIOT ITUKETKY.

[To 10 ammyn ¢ UHCTpPYKUHMEH IO
NpUMEHEHUIO NOMELIAI0T
B [IBX/anmomMuHueBbiit 61ucTep.

[To 1 6nuctepy B mayKy 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 PVC/aluminum blister.

1 blisters in a carton pack;

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

Ilo 1 w™Mn B aMIOynsl u3
CBETO3aILUTHOIO CTEKJIa KOPUYHEBOTO
WM TEMHO-KOPWMYHEBOTO  1IBETA
kmacca I (USP). B BepxHeit wactu
aMITyJibl HaHECEHBI KOJBLO M TOUYKa
1uis pasioMa. Ha aMnyny HakJenBaroT
ITHKETKY.

Ilo 10 amMmyn ¢ HHCTpYKLMeH IIO
NPUMEHEHHIO MOMEIIAIOT
B [IBX/anoMuHueBbIH OnHCTED.

ITo 1 6mucTepy B Na4Ky KapTOHHYIO;
JUId  CcTauMoHapoB: mo 2, 3, 5
ONKCTEPOB B MaYKy KapTOHHYIO.

ITo 1 6aucTepy B MayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiesHom
OT CBETa MeCTe MpH TeMnepatype He Beile 25 °C. He 3amMopaxuBarth.

16 Shelf-life / Cpok roanocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Ipumeuanue: [Iponykr coorBeTcTBYeT Tpebosanusm HJL

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Santqsh IMpoeepeno: Pardeep Kumar | Onobpeno: Menemkgp / Pykosomurens
Kumar Maurya @: ] Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara:31.10.2023 Jara: 31.10.2023 Jlara: 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: L85155AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q%.'.

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIN3A

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

Product : /

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

IIpoayxr: Keropon™ (keToponak) pacTBop Ul BHYTPHBEHHOTO M BHYTPHMbILIEYHOTO BBeJeH s, 30 mr/mi
Batch No / : V230815 Batch Quantity / : 272727 ampules /
Cepust Ne O0Bem cepHH 272727 amiiyi
Analytical Report No / : 890001697936 Date of Analysis / : 31.10.2023
AHanaTHYeCKHH oTyeT Ne Jara apajusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTta npou3BoacTBa T'open 1o

Analysis performed according ND / Anaau3 nposenen no H/L: JII1-001365-170222

Page S5of 5/Crp. S5u3 5

API name / Haumenosanue A®C:

Ketorolac tromethamine / KeToposiaka TpOMETaMuH

INN / MHH:

Ketorolac / KetopoJiak

API manufacturer batch number /

Homep cepun npoussoautessa ADC:

ABQHO003814

FP Manufacturer API Batch number /
Homep cepun cyocTanuuu npoussoautens IJI@:

FEQA00498

API Manufactured by & country /
ITpoussoautear ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc Jita., MHaus

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipoaykr cootseTcTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Ipoeepeno: Pardeep Kumar | Onobpeno: Menemsep / Pykosonurens
Kumar Maurya -’ib: QL/ Abhishek Chauhai)NL k
Reprint Date / Reprint Date / Reprint Date /

Jarta:31.10.2023 Jara: 31.10.2023 Jata: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com




