Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTH®UKAT 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

Hpoaykrt: Ketopon® (keToposak) pacTBOp Ajis BHYTPHBEHHOTO W BHYTPHUMBIILIEUHOrO BBEAEHHS, 30 Mr/mn
Batch No / 1 V240234 Batch Quantity / : 272727 ampules /
Cepunsa Ne OonemM cepun 272727 amnyn
Analytical Report No / : 040002490729 Date of Analysis / : 19.04.2024
AHaJHTHYECKHI oTUeT No JlaTa ananusa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jata npon3BoacTBa I'onen no

Analysis performed according ND / Anaau3 nposeaen no HJI: JI[1-001365-170222

Page 1 of 5/ Crp. 1 n35

IIpo3pauHslit 6ecLIBETHBIN pacTBOP.

1;.:) Test / ITokasarenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHelii OeCLBETHBIN WK
CRETIIO-KENTBIH PacTBOP.

2 Identification /
IoaMMHHOCTDL

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
YIOEP)KHUBaHHS OCHOBHBIX IMHKOB Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM
yIAep)XUBaHUS OCHOBHBIX IMHKOB Ha
XpoMaTtorpaMmme CTaHIapTHOTO
pacTBopa KeTopoJjiaka TpoMeTaMUHa
" HampoKceHa (pazmen
«KonmyecTBeHHOE OTpeieIeHHEY)

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)KUBAHMS OCHOBHBIX ITHKOB Ha
XpoMarorpamme HCIBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATH
BpEeMEHaM YAepXXUBAHUA OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHJAPTHOTO pPacTBOpa KeTOpoyaka
TPOMETaMKMHA ¥ HalpokceHa (paszen
«KonnyecTBEHHOE OTIpeIeTICHHE)

3 Clarity / IlpospayHocTh

Complies / CoOOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHys
mpernapara He JOJDKHA [PEBbIUIaTh
OMAJIECLIEHUMIO 3TANIOHA CpaBHEeHHUA 1.

4 Color / IIBeTHOCTHL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JyiMHE BOJIHBI
430 =M.

5 pH 7.36 From 6.9 to 7.9./ Ot 6,9 no 7,9,

6 Particulate matter / MexaHu4yeckHe BKJIIOYEHHSI

Remarks : The Product confirms to ND/
ITpumeuanue: IIpogykT cooTBeTCcTBYET TpebopaHusm HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Jlarta: 19.01.20241

Jata: 19.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Rama Kant [Mpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonutenb
' Kusum Lata S
QuleT e
Reprint Date / ' Reprint Date / Reprint Date /

Jara: 19.04.2024

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: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroposiak) pacTBOp AJisi BHYTPUBEHHOI'O U BHYTPHMBILIEYHOrO BBe/ieHHs, 30 mr/mu
Batch No / : V240234 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepnn 272727 amnyn
Analytical Report No / : 040002490729 Date of Analysis / : 19.04.2024
AHanuTHYeCKHH oTueT Ne JlaTa aHaJmH3a
Date of Manufacture / : 03/2024 Date of Expiry / ¢ 02/2027
Jata npou3BOACTBA Togen 10
Analysis performed according ND / Anasnins nposeaen no H/I: JI[1-001365-170222

Page2 of 5/C1p.2u3 5

No

No Test / [loka3aTennb

Results / PesyabTaThl

Specification / Hopma

6A Visible particles /
Bunnmble 4acTHIIBI

Complies / CoOTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBUM C TPEOOBAHUSIMHU.

6B Invisible particles /
HeBuaumMble 4acTHIpBL:

poBaHHas NpHUMEChH

i. Particles > 10 pm/ 06 not more than 6000 per ampoule /
Yactul pazmMepom > He 6onee 6000 Ha amnyny;
10 Mmxkm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHL] pa3MepoM > He 6onee 600 Ha ammnyy.
25 MxM
7 Related substances / PoacTBeHHbIe mpumMecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He OGonee
Hwxe npenena obHapyxenus (110 0,50 %;
=0.014%)
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6onee
Hwxe npezena KOIUYECTBEHHOTO 0,50 %,;
onpenenenus ([TKO = 0.033%)
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / nHe 6onee
Hwmxe npenena obnapyxenus (I1O 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvHu4yHas HeUACHTUDUITH- 0.05% 0,20 %.
- 0

Remarks : The Product confirms to ND/
[Tpumeuanne: IlpogykT cooTBeTcTBYET Tpeboanusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
ITonrorosneno: Rama Kant

@W" ¢

Checked by /
IIporepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykopoauresb
Kusum Lata

e

Reprint Date /
Jara: 19.04.2021

Reprint Date /
JHara: 19.01.2021

Reprint Date /
Jara: 19.04.2021
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AHanuTHYecKkHii oTueT No

JlaTa aHaJn3a

CEPTUDPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposnak) pacTBOp /11 BHYTPMBEHHOrO M BHYTPUMBIIIEYHOTO BBeicH A, 30 Mr/mn
Batch No / 1 V240234 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepHH 272727 amnyn |
Analytical Report No / : 040002490729 Date of Analysis / : 19.04.2024

Date of Manufacture /
JlaTa npoH3BOACTBA

: 03/2024

T'ogen no

Date of Expiry /

: 02/2027

Analysis performed according ND / Ananus nposeaen mo HJI: JI1-001365-170222

Page3 of 5/Crp.3u35

i.? Test / IlokasaTenb Results / PesyabTaTsl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He Gonee
npuMmeceii 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnexaemblii 06bem He meHee HomuHassHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnajibHbie <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mr
IHJOTOKCHHDI KeTOopoJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / HomkeH ObITh
CTepuiabHOCTL (A1 Kaxao# CTEPHIBHBIM.
15-0ii cepumn)

1}? Test / IlokazaTens Results / Pe3yabTaTsbl Specification / Hopma

11 Assay / KosimuecTBeHHOE 30.08 mg /30.08 mMr From 270mg to 33.0mg of

onpenesieHue C15sH13NO3-C4H1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr  CjsH;sNOs-C4H | (NOs
(xeToponaka TPOMETaMHUH) B 1 ML

12 Alcohol content / dTaHon 11.94 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: [IpoxykT coorrercTByeT Tpeborarusm H]I

3akiarouenne: OJOBPEHO

Prepared by /

IloarorosneHo: I:EKant

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Reprint Date / \
Jara; 19.04.2024

Reprint Date /
JHata: 19.01.2024

Kusum Lata . ;é I~
-
Reprint Date /

Jara: 19.01.2021

Kegistered U

Ticer B-21-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®HUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keToposiak) pacTBOp /jis BHYTPMBEHHOTO M BHYTPHMBILICYHOTO BBEAEHHs, 30 mr/min
Batch No / 1 V240234 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 040002490729 Date of Analysis / : 19.04.2024
AHanuTHYECKHH oTUeT No JlaTa anajmn3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jara npoH3BOACTBA I'ogen 1o
Analysis performed according ND / Ananus nposeen mo HJL: JII1-001365-170222

Page 4 of 5/ Crp. 4u3 5

No

Test / IlokazaTennb
Ne

Results / PesyabTaTsl

Specification / Hopma

13 Packaging / Ynakogka

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. /

[lo 1 wMn B aMmnoynsl u3
CBETO3AILMTHOTO cTeKna
kopuuHeporo kiacca I (USP). B
BEPXHEH YacTH aMIlyJbl HaHEeCEHSbI
KONbLIO M TOYKa I pasnoma. Ha
aMIyJly HaKJIEUBAIOT STHKETKY.

[To 10 ammyn ¢ MHCTpyKUHEH no
MPUMEHEHUIO NOMEILAIOT
B [IBX/anmoMunueBsIi 6nnctep.

ITo 1 61ucTepy 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. /

Ilo 1 wMn B aMoynsl U3
CBETO3AIMTHOTO CTEKIIA KOPHYHEBOTO
WIH  TEMHO-KOPHYHEBOTO  I[BETA
kimacca I (USP). B BepxHeli yactu
aMIyJbl HaHECEHbl KONbLO M TOYKA
JUTA pasiioMa. Ha amryny HaKJieuBaroT
ITHKETKY.

I[To 10 amnyn ¢ UWHCTpYKLMeH IO
PUMEHEHUIO TOMEILAIOT
B [IBX/amoMuHueBEli OnucTep.

ITo 1 6amcTepy B MauKy KapTOHHYIO;
IS cTauMoHapoB: mno 2, 3, 5
GJIACTEPOB B Ma4Ky KAPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B cootsercteuu ¢ H/I.

15 Storage conditions /
Xpancue

In a place protected from light below 25 °C. Do not freeze. / B 3auuiiesnsom
OT ODCTA MCCTC MPH TeMIepaTypo 116 puimo 25 °C. Ilo 3aMopaItDATL.

16 Shelf-life / Cpok roaHoctn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTsercTBYET TpeboranrsM HJJ

Conclusion : APPROVED /
3axknmouenue: OJJOBPEHO

Prepared by /
IToxrorosneno: Rama Kant

192

Checked by /
IIposepeno: Pardeep Kumar

Opnobpeno:

Approved by: Manager/Executive /

Menemkep / PykoBonuTenb

Kusum Lata ;é 2"

Reprint Date /
Jata: 19.01.2021

Reprint Date /
Jata: 19.04.2024

Reprint Date /
Hata: 19.01.2021

Registered Office:
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CEPTHO®UKAT AHAJIM3A

Product : /

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

IIpoaykr: Kertopon® (keToposak) pacTBop A/isi BHyTPMBEHHOrO W BHYTPHMBIILIEYHOro BBeAeHUs, 30 Mr/mu
Batch No / 1 V240234 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002490729 Date of Analysis / : 19.04.2024
AHaJIMTHYecKHI oTyeT Ne JlaTta anasm3a

Date of Manufacture / : 03/2024 Date of Expiry / : 0272027

JlaTa npon3BoACTBA I'onen po

Analysis performed according ND / Anaan3 nposegen no HJ/I: JII1-001365-170222

PageSof S/Crp. Su3 5

API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

Homep cepuu cy6cTanunu npouspoautess I'J1d:

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

Homep cepun npousBoaurtensn ADC: ABQH006832

FP Manufacturer API Batch number / FEQA00569

IMpounssoanrens AQ®C, cTpaHa:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlabGoparopuc JIta., Muausa

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTReTcTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

§i3

Checked by /
[Iporepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBogurens

Reprint Date /
Jlata 19 04 2024

Reprint Date /
Tlatas 19 04 2024

Kusum Lata % "
/‘
Reprint Date /

JlaTta- 19 04 20724
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
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