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Dr. Reddy’s Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTUOHUKAT AHAJIU3A

Tel : +91 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposiak) pacTBop Ajsi BHYTPUBEHHOIO U BHYTPUMBILLIEYHOro BBeAeHHUs, 30 mMr/mn
Batch No / 1 V220462 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001604459 Date of Analysis / : 22.07.2022
AHannTHYECKHH oTyeT Ne Jlara ananuza
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JlaTa npon3BojicTBa TI'oxen oo
Analysis performed according ND / Ananu3 nposeaen no HJ: JII1-001365-170222
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i:) Test / [loka3aTenb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

Tlpo3payHsblit GecLBETHBIH pacTBOP. /  Tlpospaunbiii OECUBETHBIH UNM

CBETNO-XENTBIH pacTBOP.

2 Identification /
IMoanuHHOCTL

The retention times of the ma

in | The retention times of the main peaks

peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIOEPXKUBAHUS OCHOBHBIX NMHKOB Ha | YNEPXHBAHHUS OCHOBHBIX MHUKOB Ha
XpoMaTtorpamme HCIIBITYEMOr0 | XpomarorpaMme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pPacTBopa MOKHBI COOTBETCTBOBATH
YIOEP)KUBAHUSA OCHOBHBIX ITHKOB Ha | BpEMEHaM YIEPXXMBAHHS OCHOBHBIX

XpoMaTtorpamMme CTaHJapTHOIO IMHUKOB Ha XpomaTtorpaMme
pacTBOpa KETOPOJlaKa TpPOMETaMHUHA CTaHIAapPTHOr0 pacTBOpa KETOpPOJdKa
H HamnmpoKCeHa (pa311en TpOMETaMHHA U HAIIPpOKCEHA (pa3nen

«Konu4ecTBEHHOE ONpENEIECHUE)

«KomuuecTBEHHOE ONPENEIICHHUE)

3 Clarity / Ilpospa4HocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA IPEBbILIATh
OMAJIECIEHITHIO STAT0HA CPaBHEHUA 1.

4 Color / lleTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIHHE BOJHEI
430 uM.

5 pH 7.32 From 6.9t07.9./0t16,9 00 7,9.

Remarks : The Product confirms to ND/

ITpumeuanue: [ITpoaykT cooTBeTcTBYET TpeboBaHusIM HJL

Conclusion : APPROVED /
3akauenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Naresh \Kumar

®

P

Checked by /
Ipoeepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
OnobpeHo: Menemkep, / PykoBoaureb
Manoj Kumar

it S
a—

Reprint Date /
Jara: 22.07.2022

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Hara : 22.07.2022

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
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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Product : / Ketorol (Kctorolac) solution for intravenous and intramuscular injectioné. 30 mg/ml ]
IIpoaykr: Ketopon™ (keToposiak) pactBop /st BHYTPHBEHHOTO W BHYTPHMbILLEUHOTO BBEACHNS, 30 Mr/mn
Batch No / 1 V220462 Batch Quantity / : 272727ampules / .
Cepust Ne Qobbem cepuu 2727277 amnyn
Analytical Report No / : 890001604459 Date of Analysis / 1 22.07.2022
AHaJIHTHYeCKHI oTueT No JaTa aHanuza
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JlaTa npoM3BOACTBA T'onen no
Analysis performed according ND / Ananu3s nposenen nmo HJI: JIIT-001365-170222
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6 Particulate matter / MexaHndeckue BKJIOYEHHUs
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bravmble yacTuLb! B cOOTBETCTBHH C TpeOOBAHIIAMH,
6B Invisible particles /
HerupnMble YaCTHIIbI:
i. Particles > 10 um / 58 not more than 6000 per ampoule /
YacTHL pazmepom > He 6onee 6000 Ha amnyny;
10 Mkm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YHacTHL pa3sMepoM > He 6onee 600 Ha ammyIy.
25 MKM
(] Related substances / PoacTeeHHbIe npumMecH
Impurity A / Ilpumecs A 0.16% not more than 0.20% / He OGosee
0,20 %;
Impurity B / IIpumecs B Regereer i AhIclo sHappiicHa not more than 0.50% / He Gonece
0,50 (yo;
- Less than LOQ (LOQ = 0.033 %) / Hike .
Impurity C / ITpumecs C NPCIIENA KONHHCETBOHHOTD ONPEIENCHIA not more than 0.50 % / He Oonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D not more than 0.20 % / He Oonee
Below Limit of Detection (LOD = 0.014 %) / 0,20 %.
Hinxe npeacna oduapyxenus (IO =
. - - 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuauyHas HeuaeHTdULH- 0,20 %.
pOBaHHas MpHMech OL0f
Total impurities / Cymma 0.27% Not more than 1.50 % / He ©onee
npuMeceii 1,50 %.
8 Extractable volume / I.1ml/ 1.1 Mn Not less than label claim (1.0 mL) /
HUssnekaemblii 06beM He meHee HoMuHanbHOro (1,0 mu)

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cooTBercTByeT TpeboBanusM HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[loarorosneno: Naresh \Kumar

W
o

Checked by /
[Iporepeno: Pardeep Kumar

al

Approved by: Manager/Executive /

Opnobpeno: Menemxkep / Pykosoauress

Manoj Kumar

et

Reprint Date /
Hara: 22.07.2022

Reprint Date /

Jlara: 22.07.2022

Reprint Date /
Jara : 22.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborataries Ltd,
Formulation Unit-6

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

CEPTHOHMEKAT AHAJIHM3A Tel : +81 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and i11'[1‘?1]11,1SCul‘i}'lil\igjégttnggf 'ﬁdlﬁlg/ml
IpoaykT: Kertopon" (xeToponak) pacTsop Asi BHYTPMBEHHOIO H BHYTPHMbIWEYHOTO BBeACHH . 30 Mr/mn
Batch No / 1 V220462 Batch Quantity / : 272727ampules /
Cepus Ne Ob6bem cepun 272727 amnyn

Analytical Report No /
AnanuTudyecknii oruet Ne

: 890001604459

Date of Analysis /
JlaTa anaausa

: 22.07.2022

Date of Manufacture / : JUN

JlaTa npou3BoACTBA

2022

T'open g0

Date of Expiry /

: MAY.2025

Analysis performed according ND / Ananu3s nposenen mo HJI: JII1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 ED/mr tromethamine. / He Gonee 5,8 ED/mr
IHIOTOKCHHBI KeTopoJiaka TpoMeTaMHHa.

10 Sterility (every 15th batch) / Complies / CtepiieH Must be sterile. / JlomkeH ObiTh

CTepuabHOCTD (4451 KaK10i1
15-0ii cepun)

CTEPHJIBHBIM.

11 Assay / KoanuecTBeHHOe 29.36mg / 29.36Mr From 27.0mg to 33.0mg of
onpejesieHHe CisH13NO;- CsHiNO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
0 33,0 Mr C|5H13NO3'C4H|1NO3
(keroposaka TpOMETaMMH) B 1 M.
12 Alcohol content / ITanon 11.74 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/
[Tpumeyanne: IIpoayxr coorsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Naresh \Kumar ITposepero: Pardeep Kumar | Onobpeno: Menenxep / PykosoanTes
_ R Mano' :
(Q// ) —‘1——/,— anoj Kumar th ff}j_,, ]
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.07.2022

Jara: 22.07.2022

Hara : 22.07.2022

Registered Office: 8-

2-337, Road No. 3, Banjara Hills, Hyderabad -

500024, Telangane, india

Tel: +91 40 4900 2500, Fax: +91 40 4900 2899, Email: mail@drreddys com

CIN: L85195AP1384PLCC04507
wwvy.drreddys.com
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Dr. Reddy’s Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02
wanag Aree L —

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculahrl'il'l'j'séiﬂ?ns,_'3_6;?111/1111 T
Hpoayrr: Keropon™ (keToponak) pacTsop 1is BHYTPHBEHHOIO 1 BHYTPHUMbILLIEYHOro BBeACHM:, 30 Mr/mi
Batch No / 1 V220462 Batch Quantity / ¢ 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001604459 Date of Analysis / : 22.07.2022
AHAaTHTHYECKHI oTYeT Ne Jara anaauza
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
Jara npousBoacrea Togen go

Analysis performed according ND / Ananus nposexen o HJI: JITT-001365-170222
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Packaging / Ynakogeka

[ 13

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 leafiet in a
PVC/aluminum blister.

I blisters in a carton pack. /

Ilo 1 wMn B amnoyiasl w3
CBETO3ALIUTHOIO cTewa

kopuynesoro knacca 1 (USP). B
BEPXHEH 4acTHU aMMyNbl HaHECEHbI
KOJBIO M Touka Ans pazioma. Ha
amITyJly HaKJIEHBAIOT ITHKETKY.

[To 10 ammyn ¢ WHCTpyKuwe# Mo
TPUMEHEHUIO MOMELIA0T
B IIBX/amomuHueBbIf GiucTep.

ITo 1 6aucTepy 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. /

ITo 1 ™Mo B amnoynas M3
CBETO3aUIMTHOrO CTEKJIa KOPUYHEBOTO
MW TEMHO-KODMYHEBOTO  1IBETa
knacca I (USP). B BepxHeii uactu
aMITyJlbi HaHECEHbl KOJbUO M TOYKa
1A pasnoma. Ha aMmmysty HakiensaroT
ITHKETKY.

Mo 10 ammyn ¢ WHCTPYKUHEN IO
HPUMEHEHHIO HOMELIA0T
B [IBX/anomMuHueBbIi 6rmctep.

[To 1 GuucTepy B MauyKy KapTOHHYIO;
UIZ  CTauMOHapoB: no 2, 3,
GIHCTEPOER B NauKy KAPTOHHYIO.

5

14 Labelling / Mapkuposxka According to ND / B cooreercTuu ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3alusiueHHoM
XpaHeHHe OT CBETa MECTE NIPH TeMIiepaType He Bbile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roanoctu 3 years. / 3 ropa.

Remarks : The Product confirms to ND/

ITpumeuanne: TlpoaykT coorBeTcTBYET TpeGoBaHMAM HJT

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by /
[Moaroroeneno: Naresh \Kumar

by

Checked by /
ITpoeepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoautens
Manoj Kumar

_,h'h

L

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Jara : 22.07.2022

Registered Office: 8-2-23

7, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +91 40 49CG0 2900, Fax: -+91 40 4900 2899, Email: mail@drreddys com

CIN: L85195AP1984PLCO04507
www.drreddys.com




