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

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

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02
CEPTUOPUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: KeTopon® (keTopoiak) pacTBop [Uis BHYTPHBEHHOTO W BHYTPHMBILIEYHOTO BBEACHHU, 30 Mr/mi
Batch No / : V230816 Batch Quantity / : 272727 ampules /
Cepusi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001699092 Date of Analysis / : 26.11.2023
AnaquTHyeckuii oTuer No Jara ananuza
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npon3BoacTBa I'oaen o
Analysis performed according ND / Anasnn3 nposenen no HJI: JITT-001365-170222
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IIpo3payHslit GecLBETHBIH pacTBOD.

1;.? Test / IloxazaTesb Results / Pe3yabTaTnl Specification / Hopma
1 Description / Onucanue Clear Colorless solution. / | Clear colorless to pale yellow solution.

/ Tlpospaysblif OeCUBETHBIN WM
CBETJIO-KEJTHIH pacTBOP.

2 Identification /
IMoaanHHOCTD

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
yIepXHBaHHA OCHOBHBIX IHKOB Ha
Xpomarorpamme HCTBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIEpXHUBaHHS OCHOBHBIX NHUKOB Ha
XpoMarorpamme CTaHIapTHOTO
pacTBOpa KeTOopolaka TPOMEeTaMHHa
" HampoKceHa (paznen
«KOJIMYeCTBEHHOE OMpPEENECHUE)

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) / BpemeHa
YIEPXUBAHUSI OCHOBHBIX IIMKOB Ha
XpOMaTorpamme HCIBITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBATh
BPEMEHAM YIEP)KUBAHHA OCHOBHBIX
NKKOB Ha XpOMaTorpamMmme
CTAaHIapTHOTO PAacTBOpa KeTOpoJNiaKa
TpOMETaMKMHa M HampokceHa (pasmen
«KONn14ecTBEHHOE ONPEAEICHUEN)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He TOJDKHA HPEBBIIIATE
OMAanecIeHIMI0 STAJIOHa CpaBHEHUA 1.

4 Color / IIBeTHOCTb 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu A11HE BOJIHEI
430 M.

5 pH 7.40 From 6.9 to 7.9./ 0t 6,9 no 7,9.

Remarks: The Product confirms to ND/
TTpumeuanue: [TponykT cooTBeTcTBYET Tpeboranusm HJL

Conclusion: APPROVED /
3axnouenue: OJIOBPEHO

Jara:26.11.2023

Hara: 26.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneHo: Amit Patia [poeepeno: Santosh Kumar | Omobpeno: Menemkgp / Pykosoauresns
—He g~ Maurya Abhishek Chauhan L
— ,/\
Reprint Date / Reprint Date / Reprint Date / k

Jara: 26.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 AN 49NN 790N, Fax- +971 40 49NN 7999, Fmail: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopoa" (keToponak) pacTBOp [t BHYTPUBEHHOTO W BHYTPHMBILICHHOIO BBEACHHA, 30 mr/mn
Batch No / : V230816 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyin
Analytical Report No / : 890001699092 Date of Analysis / : 26.11.2023
AnanuTHyecKHii oTyeT Ne Jlara anaausa
Date of Manufacture / : 10/2023 Date of Expiry / + 0972026
Jara mpoussojcrsa [omen 1o
Analysis performed according ND / Anayins nposeaen no HJL: JIT-001365-170222
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[Mpumeuanue: [Iponyxt coorsercTByeT Tpedosanuam HJL

6 Particulate matter / MexanuyecKkue BKJIIOYeHUs
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuayMele 4acTULpl B cOOTBETCTBUM C TPEOOBAHUAMH.
6B Invisible particles /
HeBuauMeIe YaCTHLBL:
i. Particles > 10 pm / 01 not more than 6000 per ampoule /
Yacruly pasMepoM > ne 6onee 6000 Ha amnyiy;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHI[ pa3MepOM > He 6onee 600 Ha ammyIry.
25 MKM
7 Related substances / PoacTBeHHbIE IPUMECH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Tpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / nHe 6osee
Huxe npenena o6Hapyxenus (110 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6oinee
Huxe npenena KONUYECTBEHHOTO 0,50 %;
onpenenenus (ITIKO = 0.033 %)
Impurity D / ITpumecs D not more than 0.20 % / He 6onee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwmxe npezena o6Hapyxenus (110
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHmHas HeUAeHTUPUIIHK- 0.05% 0,20 %.
poBaHHasi IPUMECH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: AmitﬁPz':tial f ITpoeepeHo: Sa%@iim Onobpeno: Menemyep / Pykosonurens
hro— :
! Maurya = Abhishek Chauha?l)&( t
Reprint Date / Reprint Date / Reprint Date / |
Jara:26.11.2023 Jara: 26.11.2023 Jlata: 26.11.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposak) pacTBOp Uisi BHYTPMBEHHOTO M BHYTPUMBILIEYHOTrO BBeAeHHS, 30 mr/ma
Batch No / : V230816 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001699092 Date of Analysis / 1 26.11.2023
AHaJIHTHYECKHH oT4yeT Ne JlaTa ana;u3a
Date of Manufacture / : 10/2023 Date of Expiry / + 09/2026
JlaTa npon3BoAcTBA I'ogen xo
Analysis performed according ND / Anaan3 nposeaen no HJI: JI[1-001365-170222
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Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npumecen 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HU3snexaemblii 00bem He menee HoMmunHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxrepuaabHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCHHbDI KETOpoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH ObITh
CTepniabHOCTD (Il Kamaoii CTEPUITBHBIM.
15-0ii cepun)

11 Assay / KosinuecTBeHHOE 29.57 mg/ 29.57 mr From 270mg to 33.0mg of

onpeneseHHe Ci1sH13NO3- C4H11NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
pi(e] 33,0 Mr C15H13NO3‘C4H11N03
(keTopoJiaka TpOMETaMMH) B 1 MJL
12 Alcohol content / ITanon 11.80 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IIpumeuanue: ITpoaykT coorBeTcTBYeET Tpebopanusm HJL

Conclusion: APPROVED /
3akmarouenne: OJJOBPEHO

Jara:26.11.2023

JlaTta: 26.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
TToaroroBneHo: }Eﬁ Patial TIMposepeno: Santosh Kumar | Omo6peno: Menemxkefy / Pyxosoaurenb

b~ | Maurya 0= Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /

JaTa: 26.11.2023

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUDPHUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keroponak) pacTBop Juisl BHyTPUBEHHOTO ¥ BHYTPHMBILIEYHOTO BBeJIeH s, 30 Mr/mi
Batch No / : V230816 Batch Quantity / : 272727 ampules /
Cepusi Ne O0Bem cepuu 272727 amnyn
Analytical Report No / : 890001699092 Date of Analysis / 1 26.11.2023
AHaauTuyeckui oTuer No Jara ananmsza
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npon3BoacTBA Tomen no
Analysis performed according ND / Auanus nposenen mo HJI: JIIT-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 leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

ITlo 1 w~Mn B amnyisl u3
CBETO3AILMTHOTO crexa

kopuyHeBoro Kiacca I (USP). B
BEpXHEH 4YacTH aMIlyJbl HaHEeCEHBI
KOJBLIO M TOo4YKa Ui pasnoma. Ha
aMITyNy HaKIE€UBAIOT ITUKETKY.

Ilo 10 ammyn ¢ MHCTpyKUHe# Io
IPUMEHEHHUIO MOMELIAIOT
B [IBX/anmomMuHueBEIH GIKCTED.

I1o 1 6nucrepy B nayKy 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. /

ITo 1 wMn B aMmyasl u3
CBETO3AILUTHOTO CTEKIa KOPUYHEBOTO
WIH  TEMHO-KOPHYHEBOrO  IIBETA
knacca I (USP). B BepxHeit uactu
aMITyJIbl HaHECEeHbI KOJbLO M TOYKa
IU1s pa3nioma. Ha aMIyity HakjieMBaroT

3THKETKY.
[To 10 aMmyn ¢ HHCTpYKLMEH IO
IIPUMEHEHUIO HOMEIIAIOT

B [IBX/antoMuHueBEIH OnucTep.

[To 1 6aMcTEpY B MauKy KapTOHHYIO;
Ul CTallMOHapoB: mo 2, 3, 5
OJIUCTEPOB B MAYKY KAPTOHHYIO.

ITo 1 6nucTepy B MayKy KapTOHHYO.

14 Labelling / MapkupoBka

According to ND / B cootseTcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHOM
OT CBETa MecTe NpH TemInepaType He Boiie 25 °C. He 3aMopakuBats.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 roga.

Remarks: The Product confirms to ND/ Conclusion;: APPROVED /
ITpumeuanue: [Ipoaykr coorseTcTBYeT Tpebosanusm HJI 3aknawuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Amit Patial Ilpoeepeno: Santosh Kumar | Ono6peno: Menejpxep / PykoBonutens

—Aebef | Maurya ds{L Abhishek Chauhaki (

ol

Reprint Date / Reprint Date / Reprint Date /
Jara:26.11.2023 Hara: 26.11.2023 Iara: 26.11.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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DI’. Reddy S o Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTHO®UKAT AHAJIU3A www.drreddys.com

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

Ilpoaykr: Keropon® (ketoposiak) pacTBOp uisi BHYTPMBEHHOIO ¥ BHYTPHMBILIEYHOTO BBEACHHS, 30 MI/Mu
Batch No / : V230816 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001699092 Date of Analysis / 1 26.11.2023
AnanuTHuyecKHii oTyeT Ne JlaTa anajm3a

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

Jata npou3BOACTBa I'ogen po

Analysis performed according ND / Anannz nposenen mo HJI: JII1-001365-170222
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API name / Haumenosanne A®C: Ketorolac tromethamine / Keropojaka TpoMeTaMHH
INN / MHH: Ketorolac / Keroposnak
API manufacturer batch number /
Homep cepun npousoantens APC: ABQHO003814
FP Manufacturer API Batch number /
Homep cepuu cyb6ctanuun npoussoautens [JIM: REQADGA98
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouseoanrenn, A®C, crpana: J-p Pennu'c Jlaboparopuc JIta., Unaus
Rcmarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [poaykt cooTBeTcTBYET TpeboBaHmam HJT 3axkmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Amit Patial Iposepeno: Santpsh Kumar | Ogobpeno: Menemycep / PykoBoautens

Mo be— | Maurya ’:é/ Abhishek Chauhak

e

Reprint Date / Reprint Date / Reprint Date /
HMara:26.11.2023 Jara: 26.11.2023 Hara: 26.11.2023

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




