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CERTIFICATE OF ANALYSIS

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

IIpoaykr: Ketopon™ (keToponak) pacTeop AJs BHYTPUBEHHOTO W BHYTPUMBILUIEYHOrO BBEACHHS, 30 Mr/mn
Batch No / : V220758 Batch Quantity / : 272727ampules /
Cepns Ne - O0bem cepun 272727 amnyn
Analytical Report No / : 890001619003 Date of Analysis / : 29.09.2022
AnajguTnyecknii oryer Ne JlaTa anaausa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

HJata npoussoacrsa

Tonen mo

Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-170222

Page 1 of 4/ Crp. 1 34

1}3 Test / Iloka3zaTenn Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

[Tpo3paunblit 6eCUBETHLIN pacTBOp.

/  Tlpo3pauHblii OecLUBETHBIH WM
CBETJIO-KENThI} pacTBop. -

2 Identification /
HopnuunoceTn

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
yIepKHUBaHUA OCHOBHbIX MHKOB Ha
XpoMarorpamme UCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIep>KMBaHHWA OCHOBHLIX MHUKOB Ha
XpoMarorpamme CTaHJapTHOTO
pacTBOpa KeTopoJiaka TpOMeTaMKHa
U HaIlpoKceHa (paznen
«KonnuecTBeHHOE OnpeaeicHUeE»)

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
yIEPXKHUBAHUA OCHOBHBIX THKOB Ha
XpomaTtorpamme HCTILITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBAaThb
BpeMEHaM YAepKMBaHHA OCHOBHBIX
MHKOB Ha XpoMaTorpaMme
CTaHOAPTHOTO pacTBOpa KeTOpoJaka
TpOMETaMKHa W HampokceHa (pasaen
«KoJu4ecTBEHHOE ONpPEENIEHUEN)

3 Clarity / IIpospauHocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapaTa He A0JKHA NPeBbIIIaTh
onaneclUeHIUI0 ITaloOHa CpaBHeHUA L.

4 Color / LIBeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6oaee 0,20 npu [nnHe BOJIHBI
430 uMm.

5 | pH 727 From 6.9 to 7.9. / OT 6,9 10 7.9.

Remarks: The Product confirms to ND/
IMpumeuanue: [IponykT cootBercTByer TpeboBannam HJT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[NoarorosneHo: Himesh Kumar

Checked by /
[poeepeno: Anil Kumar

At

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoaurens

Amit Kumar S
[T

Reprint Date /
Jara:29.09.2022

Reprint Date /
Jara: 29.09.2022

Reprint Date /
Jara : 29.09.2022

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderakad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: <91 424900 2939, Email: maii@drreddys.com

CIN: L85195AP1384PLC0OO4507
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CERTIFICATE OF ANALYSIS

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

Vili. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUO®HUKAT AHAJIM3A Tel : +91 98166 56001-02
il

Product : / Ketorol (Ketorolac) ‘solution for intravenous and 1nt1amuscular mjectlons 3?) Uﬁ{(lr'/ml
| poaykr: KeTopon™ (keToponak) pacTBOp A/ BHYTPUBEHHOIO ¥ BHYTPUMbILIEUHOrO BBeACHHS, 30 Mr/mn
Batch No / : V220758 Batch Quantity / 272727ampules /
Cepust Ne OoBem cepun 272727 amnyn
Analytical Report No / : 890001619003 Date of Analysis / : 29.09.2022
AHanuTHUYECKHMH oTYeT Ne Jlara anaau3za

Date of Manufacture / 1 Aug.2022 Date of Expiry / : Jul.2025

Jlata mpoussoacTBa T'oxen mo

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-170222

Page2 of 4/ Crp. 2 u3 4

6 Particulate matter / MexaHu4ecKkne BKIOUYCHHSA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumbie yacTHUb! B cootBeTcTBHYM ¢ TpeOOBAHMSIMHU.
6B Invisible particles /
HeBrnaumple 4acTHLBbI:
1. Particles> 10 pm/ 13 not more than 6000 per ampoule /
YacTul pa3mepom > He 6onee 6000 Ha ammyny;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHL pa3MepOM > He 6onee 600 Ha amIyny.
25 MKM
(] Related substances / PogcTBeHHbIe NpuMecH
Impurity A / [Tpumecs A 0.14% not more than 0.20 % / ne 6oiee
0,20 %;
Impurity B / Ilpumecs B Below Limit of Detection (LOD =0.014 %) / not more than 0.50 % / He OGonee
Hmxe npenena o6Hapyxenus (110 = 0.014 %) 0.50 %:
Impurity C / TIpumecs C Less than LOQ (LOQ = 0.033 %) / Hinxe not more than 0.50 % / He Oonee
npenena KoNMYeCTBEHHOro onpeacIcHus 0 50 (y .
(TTKO = 0.033 %) Y 70
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / He ©onee
Hrxe npenena obHapyxenus (110 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6oxee
EnuuudHas HeUAEHTUDULIH- 0,20 %.
pOBaHHas IPUMECh
Total impurities / Cymma 0.19% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
U3zBnekaemblii 06beM He menee nomunansHoro (1,0 M)

Remarks: The Product confirms to ND/

IMpameuanse: TpoaykT cootBeTcTByeT Tpeboranuam HJ

Conclusion: APPROVED /
3akmoyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Himesh Kumar [Mpoeepeno: Anil Kumar Ono6peno: Menemkep / Pykosoaurens
- — Amit Kumar
= e
Reprint Date / Reprint Date / Reprint Date /
JaTta:29.09.2022 Jlata: 29.09.2022 Jlata : 29.09.2022

Registered Ofiice
Tel:

:: 8-2-337, Road Mo
FO1 30 4900 2900, Fax: 4

3, Banjera |'l , Fvderabad - 500034, Tel"ng'arm India
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CIN: L85195AF IJuAPLCC(HS"/
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

AnajguTHdeckuii otyer Ne

JlaTa anaansa

CEPTHOUKAT AHAJIM3A Tel : +91 98166 56001-02
 Product : / Ketorol (Ketorolaé)_solu‘ﬁ for intravenous and intramuscular ir\ﬁé‘f:vtvi'gh'sf"ﬁf 5ii‘1'§/"ﬁ'ﬂ o
| Hpoaykr: Ketopon™ (keToposiak) pacTBop /i BHYTPHBEHHOIO H BHYTPHMBbILIEYHOTO BBEACHMS, 3() Mr/ma
Batch No / 1 V220758 Batch Quantity / : 272727ampules /
Cepusa Ne O0bem cepun 272727 amnyn
Analytical Report No / : 390001619003 Date of Analysis / 1 29.09.2022

Date of Manufacture /
Jara npouszBoacTBa

: Aug.2022

T'ogen mo

Date of Expiry /

: Jul.2025

Analysis performed according ND / Ananus nposegen mo HJI: JII1-001365-170222

Page3 of 4/ Ctp. 3 u3z 4

9 Bacterial endotoxins /
BakTepuanbHble
IHAOTOKCHHBI

<=(.725 EU/mg /
<=(0.725 ED/™mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/mr
KETOpOoJiaka TPOMETaMiHa.

10 Sterility (every 15th batch) /
CTepUAbHOCTD (AN KaKAOi
15-0ii cepum)

COMPLIES

Must be sterile. / JlomkeH ObIThb
CTEPUNbHBIM.

11 Assay / KonnuecreenHoe 29.47 mg /29.47 mr From 270mg to 33.0mg of
onpejejeHHe C1sH13NO;3-C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 MT C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMHH) B 1 M.
12 Alcohol content / ITanon 11.64 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [Iponykr cooTBeTcTBYET TpeGoBaHuam HJT

Conclusion: APPROVED /
3akmoyenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Himesh Kumar

Checked by /
I[Iposepeno: Anil Kumar

Approved by: Manager/Executive /

Opnobpeno: Menemxep / Pykosoaurens

Reprint Date / Reprint Date / Reprint Date /
Hata:29.09.2022 Hata: 29.09.2022 Hara : 29.09.2022

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@d:reddys.com

CIN: L85155AP1984PLCO04507

www.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

CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02
LALAL, addys com

[ Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular inje'ctigflpst?d ﬁlg/ﬁll
Hpoaykr: Keropon" (keToponak) pactBop isi BHyTPUBEHHOIO K BHYTPUMBILLEYHOTO BBEACHHS, 30 Mr/ma
Batch No / 1 V220758 Batch Quantity / : 272727ampules /
Cepus Ne O6nbem cepnn 272727 amnyn
Analytical Report No / : 850001619003 Date of Analysis / : 29.09.2022
AHaIuTHYECKHI oTUeT Ne Jara ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Jara npou3BoacTBa I'onen no

Analysis performed according ND / Anaau3s nposeaen no HJI: JI[1-001365-170222

Page 4 of 4/ Crp. 4 n3 4

13 Packaging / YnakoBka

PVC/aluminum blister.

1 blisters in a carton pack. /
flo 1 wMn B
CBETO3aIUTHOTO

aMITyJly HaKJ1€UBaKOT 3THKETKY.

NPUMEHEHHUIO
8 JIBX/anromuHueBblil 61ucTep.

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

amnyJsl U3

cTeKna
kopuunesoro kimacca I (USP). B
BEpXHel 4acTH aMIlysbl HaHEeCEeHbI
KONbLIO M TOuYKa juisi paznoMa. Ha

ITo 10 amnyn ¢ wHCTpyKuMeil no
MOMEILAI0T

[To 1 6aucTepy 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. /

1 MI B aMOyjiel M3

CBETO3aLLUTHOrO CTEKJIA KOPUYHEBOTO
WIH  TEeMHO-KOPUYHEBOTO
knacca I (USP). B BepxHeit yacTu
aMMyJibl HaHeCEHbl KOJbLO M Touka
i pasnoma. Ha amnyny HakjienBaioT

LBETa

ITUKETKY.
Ilo 10 amnyn c MHCTpyKOueH IO
NPUMEHEHHUIO MIOMEIAoT

B JIBX/antomunueBsiii Gnuctep.

ITo 1 61ucTepy B MMauKy KapTOHHYIO;
Ul CTallMOHApOB:
6JIMCTEPOB B MayKy KapTOHHYIO.

no 2, 3, 5

14 Labelling / Mapkuposka

According to ND / B cootBetctBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amutienaom
OT CBETA MeCTe NpHU Temmnepartype He Belie 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok rogHoctn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpoaykr cooTBetcTBYET TpeGoBanusm HJT

Conclusion: APPROVED /
3axkmouyenne: OTOBPEHO

Prepared by /
Iloarorosneno: Himesh Kumar

Checked by /
IlpoBepeno: Anil Kumar

!:1 .

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykooaurens

Amit Kumar /} =y =
N

-

Reprint Date /
Jara:29.09.2022

Reprint Date /
JHara: 29.09.2022

Reprint Date /
Jara : 29.09.2022

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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