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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDI|A
Tal: +91 98166 56001-G2

CERTIFICATE OF ANALYSIS www.diteddys.com

CEPTHO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon® (keToponak) pacTBOp Julsi BHYTPMBEHHOIO M BHYTPHUMBIIIEYHOTO BBeACHHU:, 30 Mr/m
Batch No / : V240416 Batch Quantity / : 272727 ampules /
Cephin Ne Oo6nem cepuu 272727 amnyn
Analytical Report No / : 890001745409 Date of Analysis / : 27.06.2024
AHajduTHYecKHH oTyeT No Jlara ananusza
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JaTa npou3BoacTBa I'open o
Analysis performed according ND / Ananun3 nposegen mo HJI: JI[1-001365-170222

Pagel of 5/Crp.1m35

[Mpo3pauHslii 6ecuBeTHEII pacTBOp.

i‘oo Test / ITokazaTennb Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3payHsiii OecLBETHBIH HIH
CBETJIO-XKEJIThIHA PacTBOP.

2 Identification /
IMognuuHoCTL

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) / Bpemena
yAEpKUBAHUS OCHOBHBIX MUKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIEep>KUBAaHUSI OCHOBHBIX MUKOB Ha
XpoMmaTorpamme CTaHIAPTHOTO
pacTBopa KeTopojlaka TpOMeTaMHHa
u HarpoKCeHa (pazmen
«KonuiecTBeHHOE ONpeAcIeHUE)

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
yIOep)KUBaHHS OCHOBHBIX IMHUKOB Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATh
BpPEMEHaM YACpPKHMBAHHSI OCHOBHBIX
MIHKOB Ha XpoMmaTorpaMmme
CTaHJapTHOTO PacTBOpa KEeTOpOiakKa
TpOMeTaMHHA W HampokceHa (pas3zen
«KonuiecTBeHHOE ONPENENECHUEN)

3 Clarity / IIpo3pa4yHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnus
npenapara He [0JDKHA NPEBhIIIATh
ONAIECLEHIIHIO 3TANI0HA CpaBHEeHHUA [

4 Color / IBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [uIMHE BOJIHBI
430 am.

5 pH 7.35 From6.9t07.9./016,9 n0 7,9,

6 Particulate matter / McxauHUCCKHC BKIIOYCHHA

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilponykt cootsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
Zakawuenune: OIOBPEHO

Prepared by /
Iloarororneno: Pardeep

Kumar 0&

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonuTesib
Manoj Kumar A

|

Reprint Date /
Hata: 27.06.2024

Reprint Date / |
Jara: 27.06.2024

Reprint Date /
Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 45C0 2200, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: LGS195AP1984FLCO0AS0T
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Dr. Reddyv's Laboratories Lid
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt Solan, H.P., 173 205, INDIA
Tel 1 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.direddys.com
CEPTU®UKAT AHAJIM3A
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon® (keToponak) pacTBop Uit BHyTPUBEHHOTO H BHYTPUMBIILEYHOr0 BBeAEHHS, 30 Mr/mn

Batch No / : V240416 Batch Quantity / : 272727 ampules /
Cephs Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001745409 Date of Analysis / : 27.06.2024
AnaJuTHyeckHit oTyeT Ne JlaTa ananmn3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npousBoacTBa T'onen no
Analysis performed according ND / Ananns nposexen mo HJI: JI[1-001365-170222

Page2 of 5/ Cip.2m35

No

Test / [Toka3aTeanb
No

Results / PesyabTaTsl

Specification / Hopma

6A Visible particles /
Bunayumele 4acTUIIBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBETCTBHH ¢ TPeOOBaHUSMH.

6B Invisible particles /
HeBuaumble 4aCcTHIBI:

Humxe npenena obHapyxenus (I10
=0.014 %)

i. Particles > 10 pm/ 05 not more than 6000 per ampoule /
YacTul pasMepoM > He 6onee 6000 Ha amITyy;
10 MkM
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTUL| pasMepoM > He 6onee 600 Ha amnyy.
25 MKM
7 Related substances / PoncTBeHHble npumecu
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / I[Ipumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He Oonee
0,50 %;
Impurity C / IIpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He O6onee
Huxe npenena KONHUYECTBEHHOTO 0,50 %;
onpenenenus (ITIKO = 0.033%)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee

0,20 %.

Any unspecified impurity /

POBaHHas IIPUMECH

EnunudHas Heuae HTI/I(bPILlI/I-

0.05%

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

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT cootBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Jaxiarouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Pardeep ITpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoauresb
Kumar B Manoj Kumar W
Reprint Date / Reprint Date / ' Reprint Date /

Jara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2500, Fax: +51 40 4300 2999, Email: mail@drraddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.direddys.com
CEPTHO®UKAT AHAJIU3A

Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon®™ (keToponak) pacTBop [yisi BHYTPMBEHHOIO H BHYTPHMBbILICYHOTO BBeJIeHHs, 30 mr/mn
Batch No/ : V240416 Batch Quantity / : 272727 ampules /
Cepus Ne O61bem cepun 272727 amnyn
Analytical Report No / : 890001745409 Date of Analysis / : 27.06.2024
AxaauTHYecKuii oTyeT Neo JlaTa aHaH3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jara npon3BoacTBa I'onen no
Analysis performed according ND / Ananns nposeaen no HJI: JIIT-001365-170222

Page3of 5/Crp.3m35

NN:) Test / [Toka3aTensb Results / Pe3yabTaTh! Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Bnexaembiii 06bem He menee HomuaansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepuanbHbie <=0.725 ED/Mr tromethamine. / He 6onee 5,8 ED/Mr
3HIOTOKCHHBI KeTOpONaka TpOMeTaMKHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH ObITH
CTepuiabHOCTS (A9 Kaxao#H CTEPUIIBHBIM,
15-0ii cepumn)

1}3 Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma

11 Assay / KomuecTBeHHOE 30.02 mg /30.02 mMr From 27.0mg to 33.0mg of

ompegeseHue Ci1sH13NO3-CsH1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mmr
pi(e] 33,0 MI C15H|3NO3'C4H1[NO3
(xeToponaka TpOMETaMHH) B 1 ML

12 Alcohol content / ITanon 11.69 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr coorseTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Pardeep IIpoeepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoguresns
Kumar Q]i/ Manoj Kumar e

= o 24
Reprint Date / Reprint Date/ ' Reprint Date /
Hara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 45C0 2500, Fax: +51 40 4300 2999, Email: mail@drraddys.com
CIN: L85195/AP1984PLCO04S07

www drreddys.com
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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tol 1 +91 98166 56001-02
www.drreddys.com

CEPTHUO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTBop /it BHyTPUBEHHOTO M BHYTPHMBIILEYHOTO BBEACHHUS, 30 Mr/Mn
Batch No / : V240416 Batch Quantity / : 272727 ampules /
Cepun Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001745409 Date of Analysis / : 27.06.2024
AHaJmTHYEeCKHI oTyeT Ne JlaTa anaian3za
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jlata npou3BoacTa Tonen go
Analysis performed according ND / Ananu3s nposexen o HJI: JIT1-001365-170222

Page4 of 5/ Crp.4u3 5

No

No Test / [TokazaTeanb

Results / PesyabTaTthl

Specification / Hopma

13 Packaging / Ynakopka

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 aMmoyiasl U3
CBETO3ALIUTHOTO CTeKJIa
kopuryHeBoro kmacca 1 (USP). B
BEPXHEIl 4acTu aMIylbl HaHECEHEI
KOJIBLIO M TOYka Juii pasroMa. Ha
aMI1yJly HaKJIeHBAIOT STHKETKY.

ITo 10 ammyn ¢ WHCTpyKLHMeil mo
NPUMEHEHHUIO MOMEeNAloT
B [IBX/antomMuHueBbI# GnucTep.

[To 1 6nucTepy B DaYKy 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. /

[lo 1 wMn B aMmMoyasl U3
CBETO3AILUTHOTO CTEKIJIA KOPHYHEBOTO
UMW TEMHO-KOPUYHEBOTO  IIBETa
knacca I (USP). B BepxHeit uactu
ammylibl HAHECEHBI KOJBIIO W TOYKA
JUist paznoma. Ha amnyny HakJieHBarOT

3THKETKY.
IIo 10 ammyn ¢ uHCTpyKLuMeH Mo
MPUMEHEHHIO NOMELIAIOT

B [IBX/anomuHueBbIi O1uctep.

ITo 1 6nMcTepy B Nauky KapTOHHYHO;
IUi1  cTaluoHapoB: mo 2, 3, 5
6JHCTEPOB B NaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootseTcTBUH ¢ HJT.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B samuiensoM
OT CBETa MECTE IIpY Temneparype He Bbiie 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpox roaHocTH

3 years. / 3 ronma.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykr coorsercTByeT Tpebopanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Pardeep IIpoeepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoaurens
Kumar Manoj Kumar

&V /ﬁ//—
Reprint Date / Reprint Date / | Reprint Date /
Hara: 27.06.2024 Jara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2500, Fax: +51 40 4300 2599, Eniail: mail@drraddys.com

CIN: L85 1954P1984PLCO04E0T
wuwnv drreddys.com




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

’ ) ..
Dr, Reddy,s ‘.... Viil. Khol, Nalagarh Road, Baddi,

Distt. Sofan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (xeToposiak) pacTBOp JUisi BHYTPUBEHHOTO M BHYTPUMBILIEUHOTO BBeieHUs, 30 mMr/mi
Batch No / 1 V240416 Batch Quantity / : 272727 ampules /
Cepus Ne Oomnem cepun 272727 amnyn
Analytical Report No / : 890001745409 Date of Analysis / : 27.06.2024
AHaJuTHYecKHii oTyeT Ne Jlara ananusa
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa mpou3BoACTBA I'onen xo
Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT1-001365-170222

Page5of 5/ Crp. S5u3z 5

API name / HanmenoBanue A®C: Ketorolac tromethamine / KeToponaka TpoMeTaMuH
INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number /

Homep cepuu npoussoautesisi AOC: ABQHO006833

FP Manufacturer API Batch number /

Ilomep cepum cy6crannuu npoussoaurtess [JID: FEQI00540

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
[pouszeoantenas ADC, crpana: JI-p Penmu'c Jlaboparopuc JIta., Manms
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykrt cooTeeTcTBYeT TpeboBanusm HJ 3axnawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Pardeep [Iporepeno: Pawan Kumar Onob6peno: Menemxkep / PykoBoaurens
Kumar Qﬁ’f 4L, Manoj Kumar

Reprint Date / Reprint Date/ | Reprint Date /

JlaTa: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2800, Fax: +91 40 4360 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1L.CQO4E07
www.drreddys.com




