Dr. Reddy's Laboratories Ltd.

@
Dr. Reddy,s q...o Formulation Unit-6

CERTIFICATE OF ANALYSIS VI” KhOl, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTH®UKAT AHAJIM3A
B Tel : +91 98166 56001-02 B
| Product : / Ketorol (Ketorolac) solution for intravenous and intramusculavwyabtiedsy 3émg/ml N
| Hpojaykr: Keropon" (ketoposak) pacteop ans BHYTPUBEHHOIO M BHYTPHMbILUEYHOTO BBEAEHUS, 30 MI/M
Batch No / : V220599 Batch Quantity / : 272727 ampules /
Cepust No O0Bem cepun 272727 amnivn
Analytical Report No / : 890001612491 Date of Analysis / : 31.08.2022
AHAIMTHYECKHH oTYyeT No HJara anannza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
Jdara npounssoacria logen oo
|Analysis performed according ND / Auanus nposeaen mo H/: JIIT-001365-170222
Page1 of4/Crp. 1u3 4
r .1:.00 Test / MokazaTtenn Results / PezyabTaThl Specification / Hopma
1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.
[Mpo3pauHnsiit CBETNO-KenTell | / Ilpo3paunblii OecUBETHbI Mnu
pacTsop. CBETIIO-)KENThIt paCTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks

HoanmuuuocTs 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
YACPXMBAHUS OCHOBHBIX NHKOB HAa | YNEPXKHBAHMS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme UCOBITYEMOTO | XpoMarorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BDEMEHAM | DPacTBOpa AOMKHBI COOTBETCTBOBATH
YACPKUBAHUS OCHOBHbIX NMUKOB Ha | BpPEMEHAM YNEPKHMBAHUA OCHOBHBLIX
Xpomartorpamme CTAaHAAPTHOIO | MUKOB Ha XpomarorpaMme
PacTBOpa KeToponaka TPOMETaMMHa | CTaHIAPTHOTO PACTBOPa KeTOpoiaka
" HanpokceHa (pasmen | TpomeramyHa M HampokceHa (paszen
«KonmuecTBeHHOE OnpeneneHue») «Konu4yecTBeHHOE ONpeene Hue»)

3 Clarity / Ilpo3paunocTb Complies / CooTBeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapaTa He AOJDKHA NPEBbLILIATh
OMNANECLEHIMIO 3TAJIOHA CpaBHEeHHs 1.

4 Color / llBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu IIUHE BONHLI
430 Hm.

5 pH 734 From6.91t07.9./076,92 10 79
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [TpoaykT cootsereTByeT TpeGosanuam HJl 3akmouenne: OJIOBPEHO &
Prepared by / N Checked by / Approved by: Manager/Executive /
Ionrororneno: Ankit 4 IIpoeepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoauTenn

{ ﬂf\/ & [ : Om Prakash {?\-_ua.r\}y\/}’*’? .
Reprint Date / Reprint Date / Reprint Date /
Jlnra: 31.08.2022 Jura: 31.08.2022 Jara . 31.08.2022

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

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul arvimjeterisisys3®mg/ml

 IIpoaykr: Keropon™" (keToponak) pactsop Ais BHYTPUBEHHOTO H BHYTPHMBbILLIEYHOTO BBEACHHUS, 30 Mr/mMii
Batch No / : V220599 Batch Quantity / : 272727 ampules /
Cepus Ne Obnem cepun 272727 amnyn |
Analytical Report No / : 890001612491 Date of Analysis / : 31.08.2022
Anaautn4yecKkuii oruer Ne JlaTa ananuza

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

Jara npousBoacrea I'open go

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

Page2 of4/Crp.2u3 4

6 Particulate matter / Mexanuyeckue BKJIIOYEHHS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunnmsie yacTuLipl B cooTBeTcTBUU ¢ TpeOOBAHUAMMU.
6B Invisible particles /
HeBuanmble yacTuLibr:
i. Particles > 10 um / 11 not more than 6000 per ampoule /
YacTuw pazmMepom > He 6onee 6000 Ha ammyny;
10 mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHUll pa3MepoMm > He 6onee 600 Ha amnyny.
25 MkM
7 Related substances / PogcTeennsie npumecu
Impurity A / [Tpumecs A 0.16% not more than 0.20% / ne Gonee
0,20 %;
Impurity B / IIpumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / He 6onee
Huxe npenena obuapyxwenns (10 = 0.50 %:
0.014 %) ’ ’
5 0,
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke 305t() r(;c.Jre than 0.50 % / He Oonee
npeacna KONMUHECTBEHHOro ONpeaciCHUA 2 0
Impurity D / [Tpumecs D (KO =0.033 %) not more than 0.20% / He Oonee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Hnxe npeaena obuapyxenus ([10
Any unspecified impurity / ~00L%) Not more than 0.20 % / He 6onee
Enunvisas neuneHTUGNLH- 0.06% 0,20 %.
POBaHHas NMPHUMECh
Total impurities / Cymma 0.21% Not more than 1.50 % / He 6osee
npuMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUsBnexaeMblii 00LeM He menee HoMmuuansHoro (1,0 M)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr coorBetrcTByeT TpeGoBanusm HJT 3akawuenune: OXOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Ankit =, IIpoeepeno: Pardeep Kumar | Ono6peno: MeHemsep / Pykoroaurens
( ; Om Prakash < /
(B <t S
Reprint Date / Reprint Date / Reprint Date / ‘
JlaTa: 31.08.2022 Hara: 31.08.2022 Hara : 31.08.2022
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Dr. Reddy's Laboratories Ltd.

Qs

’ ° Formulation Unit-6

Dr’ Reddy s -. ~ = Vill. Khol, Nalagarh Road, Baddij,
CERTIFICATE OIF ANALYSIS

Tel: +91 851656 56001-02

‘_Product 2/ Ketorol (Ketorolac) solution for intravenous and intramusculayvinyettirtys3mg/ml

IIpoaykr: Keropon" (keToponak) pactBop 11 BHYTPUBEHHOIO H BHYTPHMbILLEYHOrO BBEACHHUS, 30 Mr/mn
Batch No / 1 V220599 Batch Quantity / : 272727 ampules /
Cepus Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001612491 Date of Analysis / : 31.08.2022
AHajuTHYecKHid oTuyeT No JaTa ananuza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
JlaTa npousBoacTBa I'ogen no
Analysis performed according ND / Anasu3 nuposenen o HJL: JI[1-001365-170222

Page3 of 4/ Crp. 3 uz 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanabHble <=0.725 EDQ/mMr tromethamine. / He Gonee 5,8 ED/mr
3HAOTOKCHHbBI KeTopofaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / JlomxeHn ObITh
CTepHIBbHOCTE (ANS KakAOii CTEPUIbHBIM.
15-0ii cepumn)

11 Assay / KoimuecTBeHHOe 29.49 mg/29.49 mr From 27.0mg to 33.0mg of
onpegeaeHue Ci5sHi3NO3- C4H NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mmr C|5H|3NO3‘C4H| INO3
(xeroponaka TpoMeTaMuH) B 1 M.

12 Alcohol content / Ta”ona 11.64 % From 10.60 % to 12.60 %. /
Ot 10,60 % a0 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: Ilponykr cooreercTByer TpeGoBanHuam HJT 3axmiouenune: QJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroeneno: Ankit _ [Iposepeno: Pardeep Kumar | Ono6peno: Menekep / Pykoroaurens
é/ : c_i_’_ Om Prakash ('E‘“”VV v L.

Reprint Date / Reprint Date / Reprint Date / '

Hara: 31.08.2022 [Hata; 31.08.2022 Jlata : 31.08.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabhad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculavvinyetrtiedtys3bmg/ml

IMpoaykr:  Keropon' (keToponak) pacTBOp Ul BHYTPHMBEHHOIO W BHYTPHUMbILLEYHOTO BBeIeH s, 30 Mr/m
Batch No / : V220599 Batch Quantity / : 272727 ampules /
Cepns Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001612491 Date of Analysis / : 31.08.2022
Anannrnyeckuii oryer Neo JlaTa anaamnsa

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

Jara npou3ssoacTrea Tonen no

Analysis performed according ND / Auann3s nposeaen no HJI: JI[1-001365-170222

Page4 of4/Crp. 4n3 4

13 Packaging / Ynakoeka

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. /

MMlo 1 wMn B amnoynsl w3
CBETO3ALIUTHOTO cTeksa
kopuuyHeBoro knacca I (USP). B
BEpXHEH 4acTu aMIly/nbl HaHECEHBI
KOJIbLI0O M ToYka Juisl paznoma. Ha
aMITyJly HaKJIEUBalOT STUKETKY.

ITo 10 amoyn ¢ MHCTpyKuMei mo
NPUMEHEHUIO MIOMELLAIT
B [IBX/anoMuHueBsIi GnucTep.

ITo 1 6nucTepy B Na4uKy 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. /

[Tlo 1 wMn B aMnoyidsl U3
CBETO3ALUTHOrO CTEKa KOPUYHEBOTO
UNU  TEMHO-KOPUYHEBOTO  LBETa
knacca I (USP). B BepxHeil uacTtu
amnyibl HaHeceHbI KOMBLO M TOYKa
1U1st pazfioMa. Ha aMnyny HakJIeuBaloT
3TUKETKY.

[o 10 ammyn ¢ WHCTpykuHMel Mo
NPUMEHEHUIO MOMeELIAI0T
B [IBX/antoMuHueBbIi OnucTep.

[To 1 6nucTepy B nauky KapTOHHYIO;
Jnd  crauuMorapos: mo 2, 3, 5
61HCTEPOB B NAaYKy KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B coorserctum ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuuniueHHoM
OT CBETA MECTe IIpH Temmnepatype He Boille 25 °C. He 3aMopaxnBarts.

16 Shelf-life / Cpok roanocTH

3 years. / 3 rona.

Remarks ; The Product confirms to ND/
IMpumeuanmne: [Ipoaykt cooTBeTcTBYET TpeboBanuam HIT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IMoarorosieno: Ankit

=

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Om Prakash

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Hara: 31.08.2022

i s

Reprint Date /
Jara : 31.08.2022

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: L85195AP1984PLC004507
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