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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
CEPTH®HAKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon® (keTopomnak) pacTBOp Ulsl BHYTPUBEHHOTO ¥ BHYTPMMBIIIEYHOIO BBeACHHUS, 30 Mr/mn
Batch No/ : V230917 Batch Quantity / + 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001703429 Date of Analysis / : 30.11.2023
AHaaHTHYeCKHI oTueT No JlaTa aHaJu3a

Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
JlaTa npou3BOACTBA I'ogen xo

Analysis performed according ND / Anaians nposenen mo HJI: JITI-001365-170222
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[Tpo3pauHslit 6eclBeTHBIN PacTBOD.

1;.? Test / Iloka3aTenn Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear Colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblii OeCUBETHBIH MK
CBETJIO-KENTHII pacTBOp.

2 Identification /
ITopnuHHOCTH

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
YIEPXKHUBAHUS OCHOBHBIX NMHKOB Ha
XpoMaTtorpamme HCIIBLITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
yIEPXXKUBAHHS OCHOBHBIX IIUKOB Ha
XpoMarorpamme CTAHIAPTHOTO
pacTBOpa KeTOpojaka TPOMETaMHHa
U HamnpoKceHa (paznen
«KOJM4eCTBEHHOE OTIPEACTICHUE)

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
YIEPXKUBAHUA OCHOBHBIX IHMKOB Ha
XpoMaTorpaMme HCTIBITYEMOTO
pacTBOpa IOJDKHBl COOTBETCTBOBATh
BpEMEHAM YIEPXKHBAHUS OCHOBHBIX
MIMKOB Ha XpOMaTOrpamMmme
CTAHIAPTHOTO PacTBOpa KETOpoOJakKa
TpOMeTaMKHa U HampokceHa (pasgern
«KoJnyecTBEHHOE OTpeICIEHUEN)

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHIus
npenapara He J0JKHA TPEBbIIIATh
OIAJIECLICHIIMIO 3TANOHA CPaBHEHHUA 1.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 nipu JUIHHE BOIHBI
430 HM.

5 pH 7.39 From 6.9t07.9./016,9 no 7.,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusaM HJT 3axkawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ToarorosneHo: Santosh I[Iposepeno: Pardeep Kumar | Ono6pero: Menemxkep / PykoBoaurenb
Kumar Maurya ﬁ Manoj Kumar _

Reprint Date / Reprint Date / Reprint Date /
Jlara:30.11.2023 Jara: 30.11.2023 Hata: 30.11.2023
Registered Office: 8-2-337, Road No. 7, Ganjara Hills, Hyderabhad - 500034, Telangana, Inaia

Tel: +91 40 4900 2900, Fax: +91 04900 2229, Emnail: meil@drreddys.com

CIN: LES195AP1584PLL004507
v 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
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToposak) pacTBOp [uisl BHYTPHBEHHOIO U BHYTPHMbIILEYHOrO BBeAeHHS, 30 Mr/ma
Batch No / : V230917 Batch Quantity / : 272727 ampules /
Cepus Ne O6bemM cepun 272727 amityi
Analytical Report No / : 890001703429 Date of Analysis / : 30.11.2023
AnamaTHYecKHii oTueT Ne Jara ananusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa mpon3BoacTBa I'onen mo
Analysis performed according ND / Auasins nposenen no HJI: JI[1-001365-170222
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6 Particulate matter / MexaHuueckie BKJIKOYECHUS

6A Visible particles /
BuauMbie yacTULIBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTseTcTBHH € TPeOOBAHUSAMH.

6B Invisible particles /
HeBumuMble YacTHULIBL:

Hibke npenena KOIU4ECTBEHHOTO
onpegenenus (ITKO = 0.033 %)

Impurity D / [Ipumecs D

Below LOD (LOD =0.014 %) /
Hxe npenena o6Hapyxenus (I1O
=0.014 %)

i. Particles> 10 pm/ 01 not more than 6000 per ampoule /
YacTui pasmMepoM > He 6onee 6000 Ha ammyny;
10 Mmxm
il. particles > 25 pm / 00 not more than 600 per ampoule /
YacTHUI[ pa3MEPOM > He 6onee 600 Ha amITyy.
25 MKM
7 Related substances / PoacTBeHHbIE IpUMECH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oomee
0,20 %;
Impurity B / IIpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Oonee
Hmxe npenena o6Hapyxenus (I1O 0,50 %;
=0.014 %)
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He OoJjee

0,50 %;

not more than 0.20 % / He Oomee
0,20 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTRYET TpeboBanusam HJ{

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Jarta:30.11.2023

Jara: 30.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh IIpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBonutens
Kumar Maurya Manoj Kumar

Q‘ | F ( Lo i
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 30.11.2023

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, Iadia
Tel: +91 40 4900 2900, Fax: +91 10 4800 28993, Email: mail@drreddys.com

CIN: L851905AP1984PL.COG4507
wiyw.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : /

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

Ilpoaykr: Ketopon® (keToposnak) pacTBOp [Uiss BHYTPMBEHHOTO M BHYTPUMBIILIEYHOr0 BBeAeH s, 30 Mr/mi
Batch No / : V230917 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001703429 Date of Analysis / : 30.11.2023
AHajurHyecknii oTyer Ne Jara anajusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JaTta npon3BoACTBA I"onen 1o

Analysis performed according ND / Anann3s nposeaen no HJI: JII1-001365-170222
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Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHuiHas HenaeHTUGHLIU- 0.05% 0,20 %.

POBaHHas IPUMECH

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 Mma Not less than label claim (1.0 mL) /
H3Bnexaemblii 00bem He meHee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaanHbie <=0.725 E3/mr tromethamine. / He 6Gonee 5,8 EQ/mr
SHAOTOKCHHDI KETOpPOJIaKa TPOMETaMHUHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JlojokeH OBITH
CrepuabHOCTh (IUIs1 KAXKIOIH CTEPUIIBHBIM.
15-0ii cepun)
11 Assay / KonuuyecTeeHHoOe 29.51 mg/ 29.51 mr From 270mg to 33.0mg of
onpejesieHue CisH13NO3 C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 MI C15H13NO3'C4H11NO3
(keTopoJyiaka TPOMETaMUH) B 1 ML
12 Alcohol content / ITanon 11.69 % From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
TIpumeuanune: [IpoaykT cooTBeTCTRYyeT TpeboBanusam HJT 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MogrororneHo: Santash IMporepena: Pardeep Knmar | Onnfipern Meremkep / PyKoROHTETR
Kumar Maurya @ Manoj Kumar
- DL £
Reprint Date / Reprint Date / Reprint Date /
Jara:30.11.2023 Hara: 30.11.2023 Jata: 30.11.2023

Registered Office: 8-7-337, Road Nec. 2, Banjara Hills, Hyderabac - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 10 4509 2499, Enail: mail@drreddys.com
CIM: LS5195AP1984PLCO0A507
vavw.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
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A  VWw.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keTopornak) pacTBop [yisi BHYTPUBEHHOTO M BHYTPHMBIINEYHOTO BBEACHHUS, 30 mr/mu
Batch No / : V230917 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0nem cepHH 272727 amnyn
Analytical Report No / : 890001703429 Date of Analysis / : 30.11.2023
AHaJanTHYECKUIH oTyeT No JaTa aHanH3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BoAcTBa T'oaen no
Analysis performed according ND / Ananu3 nposegen mo HJI: JI[1-001365-170222
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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. /

[lo 1 w™Mn B ammoylsl M3
CBETO3AIUTHOTO CcTeKIIa
kopwuneoro kimacca I (USP). B
BepXHell 4acTH aMITyJibl HaHECEHBI
KOJBIO M TOuYKa Juid paszioma. Ha
aMITyJly HaKJICUBAIOT 3TUKETKY.

ITo 10 ammyn ¢ HMHCTpYKLMeH Mo
IPUMEHEHHUIO NIOMEIIA0T
B [IBX/anoMuHuEBbIH 61HCTED.

ITo 1 6nucTepy B MayKy 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 aMmmOoyasl U3
CBETO3aIUTHOTO CTEKNIAa KOPUYHEBOT'O
WIX  TEMHO-KOPMYHEBOTO  IIBETA
knacca I (USP). B BepxHel 4acTH
aMnyJbl HaHECEHbI KOJNBIO M TOYKA
Juig pasjioMa. Ha aMiynty HaKJIeHBaloT
STHUKETKY.

ITo 10 ammyn ¢ MHCTPYKLMEH IIO
NPUMEHEHHUIO TOMEILAFOT
B [IBX/amoMIHUEBBIH GIHCTED.

ITo 1 6nucTepy B NauKy KapTOHHYIO;
JUIs  CTalMoHapoB: mo 2, 3, 5
OJIMCTEPOB B MAYKY KaPTOHHYIO.

ITo 1 6nucTepy B Mayky KapTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootercteuu ¢ HJI.

15 Storage conditions /
Xpaunenne

In a place protected from light below 25 °C. Do not freeze. / B 3aluimensom
OT CBETA MECTE NPH TeMnepaType He Beliie 25 °C. He 3aMopakuBaTh.

16 Shelf-life / Cpok rognocTu

Remarks: The Product confirms to ND/
IMpumeuanue: IIpoaykT coorBeTcTBYeT Tpeboranusm HJL

3 years. / 3 ropa.

Conclusion: APPROVED /
3axarouenue: OJIOGPEHO

Prepared by / Clhiecked by / Approved by: Manager/Exccutive /
[Moaroroenexo: Santosh IIposepeno: Pardeep Kumar | OmobpeHo: Menemxkep / Pykoponutens
Kumar Maurya Manoj Kumar

- Db { L
Reprint Date / Reprint Date / Reprint Date /
Hara:30.11.2023 JlaTa: 30.11.2023 Hara: 30.11.2023

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
wivw.drreddys.com




Dr. Reddy's Laboratories Ltd.
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DI’. Reddy,s ‘.... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

www.drreddys.com

CEPTU®UKAT AHAJIU3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Keropoa® (keToposiak) pacTBOp [/isi BHYTPMBEHHOI'O M BHYTPMMBILIEYHOrO BBeAeHHUs, 30 mr/mi

Batch No / : V230917 Batch Quantity / : 272727 ampules /
Cepus No O6bem cepuu 272727 amnyn
Analytical Report No / : 890001703429 Date of Analysis / : 30.11.2023
AHannTHYeCKHH oTueT No Jara anaausza
Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
Jara npoH3BoAcTBa I'onen no
Analysis performed according ND / Ananus nposenen mo HJ/I: JII1-001365-170222
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API name / Haumenopanue A®C: Ketorolac tromethamine / KeToposiaka TpoMeTaMiiH
INN / MHH: Ketorolac / KetopoJiak

API manufacturer batch number /

Homep cepun nponssognrtens APC: ABQFI005022

FP Manufacturer API Batch number /

Homep cepuu cyderanunu npoussoantens [JId: FEQA00437

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Mpouszsonnrens A®C, crpana; J-p Pennu'c Jlaboparopuc Jitn., Munusa
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Ipumeuanue: IIpoaykr cootsercTByeT Tpebosannam HII 3axiroyenne: OJOBPEHO

Prepared by / Checked Ly / Approved by: Manager/Executive /
IToarorosneHo: Santosh, [Tporepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoaurens
Kumar Maurya @ J Qf/ Manoj Kumar g z
Reprint Date / Reprint Date / Reprint Date /

Jara:30.11.2023 Hara: 30.11.2023 JHara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telanzaiia, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2899, Emzil: mail@direddys com
CIN: L85195AP1984PLCO0A507
wavw.drreddys.com




