Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

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

IIpoAykr: Kertopon® (ketoposiak) pacTBop sl BHyTPHBEHHOIO W BHYTPMMBILUIEYHOrO BBECHHUS, 30 Mr/mn
BatchNo / : V230818 Batch Quantity / : 272727 ampules /
Cepun Ne Oobem cepuu 272727 amnyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
AnasinTudeckKuii orger No Jara anayinza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT-001365-170222

Page 1 of 5/Crp. 1 m35

[Tpo3payHblii 6eCLIBETHBIN pacTBOP.

1;.? Test / IlokasaTenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucaunue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHslif OecCLBETHbIN WK
CBETJIO-XKEJTHIH PacTBOp.

2 Identification /
IToaANMHHOCTH

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
yIaepKUBaHHS OCHOBHBIX MHUKOB Ha
Xpomarorpamme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIEPKUBAHHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme CTaHJapTHOTO
pacTBOpa KeTopojaka TpOMeTaMHHa
H HanmpoKceHa (paznen
«KOJIMYIECTBEHHOE OTIPEAENECHHUEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yIEpPKUBAHHS OCHOBHBIX IMKOB Ha
XpoMaTorpaMmme UCTBITYEMOTO
pacTeopa IOOJDKHBI COOTBETCTBOBATH
BpEMEHAM YIEPXKHUBaHHi OCHOBHBIX
NUKOB Ha XpOMaTOTpaMMe
CTAHJAPTHOTO PacTBOpa KeTOposaka
TPOMETaMHHa M HanpoKceHa (paszen
«KonuuecTBEHHOE ONpeIeTICHUEN)

3 Clarity / IIpo3padHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuys
npernapara He JOJDKHA MPEBBIIIATE
ONAIECIEHIHIO 3TAI0OHA CpaBHEHHUA L.

(4 Color / lIBeTHOCTBH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BONHEI
430 uMm.
5 pH 7.36 From 6.9t0 7.9./ 0Ot 6,9 mo 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: [Tpoaykr coorBeTcTBYET Tpeboranusam HJL

Conclusion: APPROVED /
3akiarwuenne: OJOBPEHO

Jara:31.10.2023

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: Santo IIposepeno: Pardeep Kumar | Opobpeno: Menemxgp / Pykosoaures
Kumar Maurya \ Abhishek Chauhan &Q

Reprint Date / Reprint Date / Reprint Date /

Jara: 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 Lid.
Formulation Unit-6

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Kertopon® (keToposiak) pacTsop [jisi BHYTPUBEHHOTO W BHYTPHMBILIEYHOTO BBeieHus, 30 mr/mi
BatchNo / : V230818 Batch Quantity / : 272727 ampules /
Cepna Ne Ob6nbem cepnn 272727 ammnyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
AHaJIuTHYecKHH oTUeT Ne JlaTa ananansa

Date of Manufacture / : 10-2023 Date of Expiry / + 09-2026
JlaTa NnpoH3BOACTBA TI'open 1o

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-001365-170222
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6 Particulate matter / MexaHuueckne BKJIIOYEHUSs
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
Bunumsie 4yacTULbI B COOTBETCTBUH C TPEOOBAHUSIMH.
6B Invisible particles /
HesupuMble 4acTHIBL:
i. Particles> 10 pm/ 02 not more than 6000 per ampoule /
YacTui pazMepoM > He 6onee 6000 Ha ammyJy;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTul pasMepoM > He 6onee 600 Ha amITyly.
25 MKM
7 Related substances / PoacTBeHHbIE NpUMecH
Impurity A / Ipumecs A 0.15% not more than 0.20 % / He Goinee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He 6onee
0,50 %;
Impurity C / Ipumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Goinee
Huxe npenena KOJIHYECTBEHHOTO 0,50 %; -
onpenenenus ([TKO = 0.033 %)
M 0
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee
0,20 %.
Hwxe npenena o6Hapysxenus (ITO
=0.014 %)
| Any unspecified impurity / 0.06% Not more than 0.20 % / He 6osnee
EnuHuiHas HenIeHTHQHULIHU- 0,20 %.
pOBaHHas [IPUMECDH

Remarks: The Product confirms to ND/
[Mpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanksm HJI

Conclusion: APPROVED /
3axkarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrororiexo: Santosh I[Tposepeno: Pardeep Kumar | Onobpeno: Menemxgp / Pykosonurenb
Kumar Maurya ( ' Abhishek Chauhan k

= =
Reprint Date / Reprint Date / Reprint Date / ‘
Jlata:31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon® (keToposnak) pacTBOp AJis BHYTPHMBEHHOTO M BHYTPUMBILIEYHOTO BBENEHUS, 30 Mr/ma
BatchNo / : V230818 Batch Quantity / : 272727 ampules /
Cepusit Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
AnasiiTHyeckuii orger Ne JlaTa anajan3za
Date of Manufacture / : 10-2023 Date of Expiry / ¢ 09-2026
Jara nponzsoacraa I'oxen no

Analysis performed according ND / Anasnns nposenen no HJI: JI[1-001365-170222
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Total impurities / CymMa 0.26% Not more than 1.50 % / He 6onee
npumecen 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3Bjexkaemblif 00beM

He menee HomuHansHoro (1,0 mi)

9 Bacterial endotoxins /
BakrepuanbHbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 E3/Mr
KeTOpoJIaKka TPOMETaMHUHa.

10 Sterility (every 15th batch) /
CTrepHabHOCTD (A1 KaX 0¥
15-oii cepun)

NA

Must be sterile. / JlomkeH OBbITH
CTEPUITBHBIM.

11 Assay / KosinuecTBeHHOE 29.73 mg/ 29.73 mr From 27.0mg to 33.0mg of
onpejaejieHUe Ci5sH13NO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 MI C15H13NO3‘C4H11NO3
(keTopoJiaka TPOMETaMHH) B 1 MIL
12 Alcohol content / Tanon 11.61 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [TpoayxT cootBeTcTBYeT Tpebopanusm HJL

Conclusion: APPROVED /
3axmwuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Santos IMposepeno: Pardeep Kumar | Onobpeno: Menejpiep / PykoBonutens
Kumar Maurya cf;/ Abhishek Chauhak ‘

Reprint Date / Reprint Date / Reprint Date/ !
Hara: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 29399, Email: mail@drreddys.com
CIN: L85155AP1984PLC004507
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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
CEPTHOMKAT AHAJIU3A ~ “WWw.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Keropon® (keToposiak) pacTBop JUIs BHYTPHBEHHOTO ¥ BHYTPHUMBILIEYHOO BBeeHHs, 30 Mr/mi
BatchNo / : V230818 Batch Quantity / : 272727 ampules /
Cepun Ne O0beM cepun 272727 ammyn
Analytical Report No / : 890001697938 Date of Analysis / ¢ 31.10.2023
AnaJINTHYeCKHH oTyeT Ne Jata ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npou3BoacTBa T'ogen po
Analysis performed according ND / Ananns nposegen no HJI: JII1-001365-170222
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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
ampoule. A label is attached to

ampoule.
10 ampoules and a patient
information Jeaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 wMn B aMmmoyiel u3
CBETO3aLIUTHOIO cTeKIIa
kopuunesoro kmacca I (USP). B
BEpXHeW YacTU aMIlyjbl HaHECECHBI
KOJIbLIO M TOYKa Ui pasnoMa. Ha
aMITyJTy HaKJICUBAIOT ITUKETKY.

ITo 10 ammyn ¢ HHCTpyKUMEH ©o
OpHUMEHEHUIO MOMEIIAIOT
B [IBX/anoMiHHEBBI ] OIHCTED.

[To 1 6nucTepy B nauKy 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. /

I[lo 1 Mn B aMoynsl U3
CBETO3AIIUTHOTO CTEK/a KOPHMIHEBOTO
WIM  TEMHO-KOPMYHEBOrO  IIBeTa
kimacca I (USP). B Bepxuell yacTu
aMIIyJbl HaHECEHHl KONBLIO M TOYKa
Juia pasjioma. Ha ammyny HakJIeuBatoT

STHKETKY.
I[To 10 ammyn c MHCTpPYKLMEH I10
TIPUMEHEHHUIO IOMELIAIOT

B [IBX/anmomMuHueBbIH OIHCTED.

Mo 1 6nucTepy B MaYKy KapTOHHYIO;
JUis CTauuMoHapoB: mo 2, 3, 5
GJIHUCTEPOB B NaYKy KapTOHHYIO.

ITo 1 6nucTepy B auKy KapTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootsetctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light helow 75 °C. Na not freeze. / B 3ainmiienHom
OT CBETa MECTE MpH Temneparype He Brine 25 °C. He 3amopaxuBars.

16 Shelf-life / Cpok rognocrn

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
IMpumeuanue: [Ipoaykt cooteTcTBYeT TpeboBanuam HJT

Conclusion: APPROVED /
3axurouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToarororneHo: Santosh IIposepeno: Pardeep Kumar | Ogobpeno: Menemxkep / Pykosoautens
Kumar Maurya f’ Abhishek Chauhaffk

Reprint Date / Reprint Date / Reprint Date / .
Hara:31.10.2023 Hara: 31.10.2023 Jara: 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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTU®HKAT AHAJIM3A www.drreddys.com

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

IIpoaykr: Ketopon® (keToposak) pacTBop AJisi BHYTPHBEHHOTO H BHYTPHMbIILEYHOTO BBEACHNA, 30 Mr/mi
Batch No / : V230818 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepnn 272727 amnyn
Analytical Report No / : 890001697938 Date of Analysis / : 31.10.2023
AHanurHyeckuii oraer Ne JlaTa ananu3a

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

Jara npoH3BOACTBA TI'open no

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-001365-170222
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API name / HaumenoBanne ADC;

Ketorolac tromethamine / KeToposaka TpoMETaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouspoautens ADC:

ABQHO003814

FP Manufacturer API Batch number /
Howmep cepuu cy6eranuun npoussoaurens IJID:

FEQA00498

API Manufactured by & country /
Ipousepoautens ADC, crpana:

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

Remarks: The Product confirms to ND/
IMpumeuanue: Ilpoxykr cooTBeTrcTBYeT Tpeboanuam HIL

Conclusion: APPROVED /
Bakawuenne: OJJOBPEHO

Prepared by / Checked by /
NoaroroeneHo: Santgsh [Tpoeepeno: Pardeep Kumar
Kumar Maurya d& i

Approved by: Manager/Executive /

Onobpeno: Menemsep / Pykosonutens
Abhishek Chauhan k

Reprint Date / Reprint Date /
JaTta:31.10.2023 Jara: 31.10.2023

Reprint Date /
Jara: 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: L8S195AP1984PLC
www.drreddys.co

004507
m




