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

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

CERTIFICATE OF ANALYSIS S i e
CEPTH®UKAT AHAJIN3A ' '

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

Ipoaykr: Ketopon" (keToposiak) pacTBOp VISl BHYTPUBEHHOTO W BHYTPUMbILLEYHOrO BBeleHs, 30 mMr/mn
Batch No / : V230409 Batch Quantity / : 272727 ampules /
Cepusi Ne O06bem cepun 272727 amnyn
Analytical Report No / : 890001667247 Date of Analysis / : 31.05.2023
AHaJUTHYECKUH oTYeT Ne JlaTa ananusa |
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JlaTa Npou3BOACTBA T'open no

Analysis performed according ND / Auanns nposeaen o HJ: JIT1-001365-170222

Pagel of 5/Crp.1u35

if Test / IlokazaTennb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpo3pauHsiii ceetno-xentoiii | / I[lpospauHblit OecUBETHBIN MK
pacTBop. CBETJIO-XKENThIH PacTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks

IloaAMHHOCTL 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
YIEP)KUBAHKUA OCHOBHBIX THKOB Ha | YAEPXKUBAHMA OCHOBHBIX IIMKOB Ha
XpoMarorpamme HCTILITYEMOT0 | XpOMaTorpaMme HCIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM | pPacTBOpa HOJDKHBI COOTBETCTBOBATH
yIEPKUBaHUs OCHOBHLIX HMMKOB Ha | BpEMEHAaM YIEPXHBAaHUS OCHOBHBIX
Xpomarorpamme CTaHZAPTHOTO | IIMKOB Ha Xpomarorpamme
pacTBopa KeropoJiaka TPOMETaMUHa | CTaHZAPTHOTO pacTBoOpa KETOpoJlaka
" HalpoKCceHa (pasmen | TpoMeTaMuHa M HamnpokceHa (pasaen
«KONM4eCTBEHHOE ONpeaerCHHE) «KOJH1eCTBEHHOE ONPENENICHUEN)

3 Clarity / IIpo3pa4HocThb Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He N0/DKHA MPeBbIIATh
OnaNecUeHIMIO 3TaJlOHa CpaBHEHUA L.

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

He 6onee 0,20 npH IUIHHE BOJIHLI
430 uM.
5 pH 7.35 From6.9t07.9./0t16,9 no 7,9.

Remarks : The Product confirms to ND/

[Tpumeuanue: [TponyKkT cooTBeTcTBYET Tpebosanuam HJII

Conclusion : APPROVED /
3akawuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Pardeep [TpoBepeno: Himesh Kumar OnobpeHo: Menekep / Pykosonuresb
Kumar ~ ~— > | Ajay Sharma

Ci’/_ . L~
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.05.2023 Jara: 31.05.2023 Hara: 31.05.2023

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

Hpoaykr: Ketopon® (xeToposak) pacTBOp AJis BHYTPUBEHHOrO M BHYTPUMBbILIEYHOTO BBeAeH s, 30 mr/ma |
Batch No / 1 V230409 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001667247 Date of Analysis / : 31.05.2023
AHaauTHYecKHi oTyert Ne JlaTa ananu3a

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JlaTa mpou3BoAcTBA T'onen no

Analysis performed according ND / Anann3 nposegen mo HJI: JIT1-001365-170222

Page2 of 5/Ctp.2 m35

6 Particulate matter / MexaHuuyecxkune BKJIIOYEHUSA
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuaumMbie yacTupl B coOTBETCTBHH C TPeOOBAaHUSIMH.
6B Invisible particles /
HeBunumble 4acTHIBL:
i. Particles> 10 pym/ 67 not more than 6000 per ampoule /
YacTull pasMepoM > ne 6onee 6000 Ha aMIyny;
10 MxM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUL, pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbIC NpUMecH
Impurity A / [Ipumecs A 0.14% not more than 0.20% / He 6onee
0,20 %;
Below LOD (LOD = 0.014 %) /
Impurity B / IlpuMecs B Hipke npenena oGuapyxenns (IO not more than 0.50% / He Gosee
=0.014 %) 0,50 %;
Impurity C / IIpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Oomee
Huxe npenena KoJIM4eCTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / [Tpumecs D not more than 0.20 % / He OGonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena obuapyxenus (I10
=0.014 %)
Any unspecified impurity / HBelow LOQ (LOQ =0.050%) / Not more than 0.20 % / He 6onee
EnunudHas HenaeHTuGHLU- i 1§£gqic(')r %CS%H;FO 0,20 %.
pOBaHHAasI IPUMECD ompeaeneHu ( e o)

Remarks : The Product confirms to ND/
[Mpumeuanue: ITpoaykT cootBercTByeT TpeboBaHuaM HJI

Conclusion : APPROVED /
Zaknwuenne: OJJOBPEHO

Jara: 31.05.2023

Hara: 31.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarortopneHo: Pardeep INposepenp: Himesh Kumar | Ono6peno: Menemep / PykoBoautesns
Kumar = ;z QL—/—HD Ajay Sharma Z&J

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.05.2023

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
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CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon" (keToposiak) pacTBOp /st BHYTPHBEHHOTO W BHYTPUMbILIEUHOTrO BBeACHHs, 30 Mr/mn
Batch No / : V230409 Batch Quantity / : 272727 ampules /
Cepus Ne O6BeM cepun 272727 amnyn
Analytical Report No / : 890001667247 Date of Analysis / : 31.05.2023
AHanuTHYecKui oTuer Ne JlaTa anaau3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jlara mpoun3BoACTBA T'ogen o

Analysis performed according ND / Auann3s nposeaen mo H/I: JII1-001365-170222

Page3of S/Crp.3u3 5

Total impurities / Cymma 0.14 % Not more than 1.50 % / He Gonee
npumeceit 1,50 %.
8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /

H3enekaemblii 00bem

He Menee nomuHansHoro (1,0 mn)

9 Bacterial endotoxins /
BakrepuaibHbie
3HAOTOKCHHDI

<=0.725 EU/mg /
<=0.725 EDQ/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KEeTOpOJaKa TPOMETaMUHA.

10 Sterility (every 15th batch) /
CrepuabHOCTb (AJ18 KaXKAOil
15-0ii cepun)

NA

Must be sterile. / JlomkeH ObITH
CTEPUIBHBIM.

11 Assay / KosinyecTBeHHOe 29.61 mg/ 29.61mr From 27.0mg to 33.0mg of
onpenesieHHe CisHi3sNO3- C4H | 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 MI C15H13NO3'C4H11N03
(KeTOpONaka TPOMETaMHUH) B 1 MIL
12 Alcohol content / Itanon 11.31% From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pardeep I[Tposepenq: Himesh Kumar | OngobpeHo: Menenggep / PykoBonurenb
Kumar — 3__/—3 Ajay Sharma @\/

Reprint Date / Reprint Date / Reprint Date /

Jarta: 31.05.2023 Jara: 31.05.2023 Jara: 31.05.2023

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
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- CEPTUO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
JIpoayKT: Ketopon™ (keToposiak) pacTsop s BHYTPUBEHHOrO W BHYTPUMBILIEUHOrO BBEACHHS, 30 Mr/mn
Batch No / : V230409 Batch Quantity / : 272727 ampules /
Cepusi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001667247 Date of Analysis / : 31.05.2023
AHAJIUTHYECKHI oTUeT No Jdara ananusa
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npou3BoAcTBa T'open no
Analysis performed according ND / Auann3 nposeaen mo HJL: JII1-001365-170222

Paged4 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
PV(C/aluminum blister.

1 blisters in a carton pack. /

[lo 1 wMn B aMmoyiael U3
CBETO3ALIUTHOIO cTeKIa
xopuuneBoro kimacca I (USP). B
BepXHed 4YacTH aMIIyJIbl HAHECEHBI
KOJNBIO M TOYKa Ui pasioma. Ha
aMIy/ly HaKIeUBaloT 3THKETKY.

ITo 10 ammyn ¢ HMHCTpPYKLMEH -IIO
NPHMEHEHUIO MOMEIIAI0T
B [IBX/amoMuHKEBb1H OIUCTED.

I[To 1 6nucTepy 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 PVC/aluminum blister.

1 blisters in a carton pack;

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

Mo 1 Ma B aMmIyabsl H3
CBETO3aIMTHOTO CTEKJIa KOPUYHEBOTO
WId  TEMHO-KOPHYHEBOrO  LIBETa
kinacca I (USP). B BepxHel yacTH
aMIyJIbl HAHECeHbI KOJBLO W TOYKA
Juist paznioMa. Ha ammyity HalulenBarOT

3THKETKY.
Ilo 10 ammyn ¢ HHCTPYKLHMEH Mo
NPUMEHEHUIO MOMELIArOT

B [IBX/anmoMHUHUEBBIH ONUCTED.

Ilo 1 6nucTepy B Na4Ky KapTOHHYO;
N cranmoHapoB: mo 2, 3, 5
OJIMCTEPOB B Aa4YKy KAPTOHHYIO.

Tlo 1 6micTepy B Nauyky KapTOHHYIO.

14 Labelling / MapxkupoBka

According to ND / B cootBercTBuu ¢ HJI.

15 Storage conditions /
Xpaunenue

In a place protected from light below 25 °C. Do not freeze. / B 3aluuinenHoM
OT CBETAa MECTE MpH Temneparype He Bbille 25 °C. He 3aMopaxusaThb.

16 Shelf-life / Cpox rognocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanwe: [poaykr cooTBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarortosneHo: Pardeep Iposepeno: Himesh Kumar | Onobpeno: Menegiep / PykoBoautens
Kumar -~ —.| Ajay Sharma @/

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.05.2023 Jlata: 31.05.2023 Jata: 31.05.2023

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
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Formulation Unit-6
Dr. Reddy s '. Vili. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS o ek e B
CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Kertopoa" (keToposak) pacTBOp s BHYTPHBEHHOrO W BHYTPHMBIILIEYHOTO BBEAEHUS, 30 Mr/m
Batch No / 1 V230409 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001667247 Date of Analysis / : 31.05.2023
AHaJUTHYeCKHH oTyeT No Harta ananusa

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Hata mpousBoacTBa Tonxen go

Analysis performed according ND / Ananns nposeaen no HJI: JITI-001365-170222

Page50f5/Crp.5u3 5

API name / HaumeHoBanne ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMmuu
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / APHO010125

Homep cepuu npouseogutenst AQC:

FP Manufacturer API Batch number /

Homep cepun cy6cranumnm nponssoautens FJIdD: HEQA00IE

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoaurens A®C, crpana: J-p Pennu'c Jlaboparopuc Jita., Uaaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tprmeuanne: IIpoaykT cooTBeTcTBYeT TpebGoranusm H]I 3akaruenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: Pardeep [Tposepero: Himesh Kumar | Ono6peno: Meuegkep / PykoBoauTens
Kumar f — - Ajay Sharma &

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.05.2023 Hara: 31.05.2023 Jara: 31.05.2023

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 -



