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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

CEPTHDHEKAT AHAJIHM3A

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscu%vrvﬂ'ij‘g(r;ﬁ:o%;% mg/ml N I
Hponykr: Keropon™ (keToponak) pacTsop uisi BHyTPHBEHHOIO W BHYTPHMbILIEUHOTO BBEsICHUs, 30 Mr/mn |
Batch No / : V220320 ‘Batch Quantity / : 272727ampules /
Cepua Ne (O6Bem cepun 272727 amnyn
Analytical Report No / : 890001594333 Date of Analysis / : 31.05.2022
AHalnTHYeCKHit oTuer No Hata ananuza

Date of Manufacture / : May.2022 Date of Expiry / : APR.2025

Jara npousBojcTea Togen xo

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

Page1 of4/Crp. 1 u3 4

1;.:) Test / ITokazatens Results / PeayabTarsi
1 Description / Onucanue Clear  colorless

solution.  /
[Tpo3pauHbliit GecuBeTHbIH pacTBop.

Specification / Hopma

/ Tlpospa4nbiii  OecUBeTHbI
CBETNIO-XKENTHIH pacTBop.

~ Clear colorless ta_pale yellow solution.

HITH

2 Identification /
IMoguKHHOCTD

of ketorolac

Xpomarorpamme

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
tromethamine
naproxen (Assay section) / Bpemena
YAEPAHUBAHUA OCHOBHBIX MHKOB Ha
HCTBITYEMOTrO
pacTBopa cOOTBETCTBYIOT BPpEMEHaM
YAEPKHUBaHHS OCHOBHBIX TIMKOB Ha

«KonuuecrsenHoe onpeaeneHnen)

and

(Assay section) /

XpomarorpamMmme

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
Bpemena
YIep:KUBAaHUA OCHOBHBIX NHKOB Ha
HCIBITYEMOTO
pacTBOpa NO/DKHBl COOTBETCTBOBATH
BPEMEHAM YIEPKHUBAHUS OCHOBHBIX

Xpomarorpamme CTaHJAPTHOTO | MHKOB Ha XpomaTorpamme
pacTBOpa KeTopo/iaka TPOMETaMHHA | CTaHIAPTHOTO pacTBOpa KeTopojaka
H HarpoKceHa (pasgen | TpomeTaMmKHa M HanpokceHa (pasmen

«KonuuecTBeHHOE onpeeNeHHe»)

3 Clarity / INposzpausocTs

Complies / CooTBercTByeT

suspension I. / OnanecueHLus

The opalescence of the sample should
not exceed opalescence of reference

npenapara He J0JDKHa NpeBbIllaTh
ONaJIeCUEHUHIO 3TalIOHA CpaBHEHUA .

4 Color / UseTHoCTh 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnKHe BOTHBI
430 um,

5 pH 7.32 From6.91t07.9./016,9 n0o 7,9.

Remarks : The Product confirms to ND/
ITpumeuanne: Ipoaykr coorBercTByet Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToaroroenexo: NnrcC‘h Kumar
Y

=

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykoroautens

Pawan Kumar

)’fw_

KReprint Date /
Hara: 31.05.2022

Keprint Date /
Jara: 31.05.2022

Reprint Date /
Jara : 31.05.2022

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
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJII3A

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 intramusculir inj%gﬁgﬁzﬁﬂnﬁ@fm]

IMpoaykr:  Keropon” (Keroposak) pactsop s BHYTPHBEHHOTO W BHYTPUMBbILUEYHOTO BBejleHHs, 30 mr/mn
Batch No / : V220320 Batch Quantity / : 272727ampules /
Cepna Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001594333 Date of Analysis / : 31.05.2022
AHanuTHyeckni oTyer Ne Jlara anaausa

Date of Manufacture / : May.2022 Date of Expiry / : APR.2025

Jata nponsgojacTea I'onen no

Analysis performed according ND / Anann3 nposeaen no HJ1: JII1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / Mexannveckue BKIIOYEHHSI
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
BuanMble 4acTHLb! B coOTBeTCTBUM ¢ TPeOOBaHUAMM.
6B Invisible particles /
HeBuaHMbIe YaCTHLbI:
i. Particles > 10 pm/ 31 not more than 6000 per ampoule /
YacTui pazmepom > He 6onee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTHL, pa3MepoM > He Honee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTeeHHbIe npuMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / TIpumecs B Not detevted / He oGuapywena not more than 0.50% / He 6Gonee
0,50 %;
= Less than LOQ (LOQ =0.033 %) / H
Impurity C / ITpumecs C np:uen:“xmﬁémasﬂmm Onpel)mncz):: not more than 0.50% / ne Gonee
(TTKO = 0.033 %) 0,50 %;
Impurity D / ITpumecs D Below limit of detection (LOD = 0.014 %) / not more than 0.20% / ue Gonee
Hike npesiena KoNMYECTBEHHOTO 0,20 %.
onpeaenenns (MKO =0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6Gonee
EnuHiYHAA HeHaeHTHGHH- 0.07% 0,20 %.
pOBaHHas MpHMech
Total impurities / Cymma 021% Not more than 1.50 % / He Gonee
npumecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
Hipnekaemblii 00bem He menee HomunansHoro (1,0 mn)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ponykT coorsercTyer Tpebosannam HJL 3akmouenue: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Nargsh Kumar | Ilposepeno: Pardeep Kumar Onobpeno: Meunemwkep / PykoBoautesib
& “I Pawan Kumar ‘g”
- = -
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.05.2022 Hara: 31.05.2022 Jara : 31.05.2022

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
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT 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
www,drreddys.com

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

Ilpoaykr: Ketopon™ (keToponak) pacTBOp /Ul BHYTPHBEHHOIO M BHYTPHMBbILIEYHOTO BBEACHHS, 30 Mr/ma
Batch No / : V220320 Batch Quantity / : 272727ampules/ |
Cepusi Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001594333 Date of Analysis / : 31.05.2022
AHaJHTHYECKnii oTuer Ne Jlara anannsa
Date of Manufacture / : May.2022 Date of Expiry / : APR.2025
Jlata nponsBoacTBa I'ogen no

Analysis performed according ND / Anasnn3s nposegen no H/L: JITI-001365-170222

Page3of4/Crp.3 u3z 4

9 Bacterial endotoxins / 0.7 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepuansubie 0.7 E3/mr tromethamine. / He 6onee 5,8 E9/mMr
IHAOTOKCHHBI KeTopoJlaka TPOMETaMMHa.

10 Sterility (every 15th batch) / Complies / CTepuné“H— Must be sterile. / omxen ObiTh
CrepuibHoCTb (IR KANKI0H CTEPHIIBHBIM.
15-o0ii cepuu)
11 Assay / Koau4decTBeHHoe -29.42mg /29.42mr From 270mg to 33.0mg of
onpeaesieHue CisH13NOs-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pie) 33,0 Mr C|5H|3N03‘ C4H1|N03
(xeToponaka TpoMeTaMHH) B 1 MIL.
12 Alcohol content / Iranon 11.54 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IIpumeyanue: [IponykT coorercryer Tpebopanusam H/J

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
IToarorosneno: Narzzl'l Kumar

e

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykoroaurens

Pawan Kumar f%,
g :

Reprint Date /
Jara: 31.05.2022

Reprint Date /
Hara: 31.05.2022

Reprint Date /
Jara : 31.05.2022

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q!-

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A Tel : 491 98166 56001-02

—— = ——— www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TIpoayxr: Keropon™ (keToposnak) pactBop Ajisi BHYTPUBEHHOTO H BHYTPHUMbIILICUHOTO BBEACHNS, 30 Mr/mu
Batch No / 1 V220320 Batch Quantity / : 272727ampules /
Cepus Ne Ob6pem cepun 272727 amnyn
Analytical Report No / : 890001594333 Date of Analysis / : 31.05.2022
ABaNUTHYECKHIT 0TyeT No Hara ananusza

Date of Manufacture / : May.2022 Date of Expiry / : APR.2025
JlaTa npou3Boacrsa ““o;(eﬂ no

Analysis performed according ND / Ananus nposeaen no HJI: JIIT-001365-170222

Page 4 of 4/ Crp. 4 u3 4

13 Packaging / Ynakoska 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 mnm B amnynst  u3 | ina carton pack. /
CBETO3alIHTHOIO crekia | [lo 1 wmn B amnyinsl 3
kopuyHeBoro knacca [ (USP). B | ceTosaluTHOro crekia KOpHYHEBOTO
BEPXHEH YacTH aMIlyJibl HAHECEHBl | HWIH  TEMHO-KODHYHEBOTO  [BETa
KOIBLO M TOuka Ana pasnoma. Ha | kmacca I (USP). B Bepxueii wactn
amIyny HaKkJICHBAIOT ITHKETKY. aMmynbl HAHECEHbl KOJbLUO M TOYKA
o 10 ammyn ¢ uHcTpykumedt mo | ans paznoma. Ha amnyny HakneupaloT
NpUMEeHEHHIO NOMEWAIOT | ITHKETKY.
B [IBX/amoMunuesslii Gnucrep. [To 10 amnyn c HHCTpyKLHEd 1o
ITo 1 6aucTepy B Mayky KapTOHHYIO. TPUMEHEHUIO NOMeIIAKT
8 [IBX/amomununeseit 6nucrep.
[To 1 GnucTepy B nauky KapTOHHYIO;
JUlA  CcTauWoHapoB: o 2, 3, 5
O1HMCTEPOB B MaYKy KAPTOHHYIO.
14 Labelling / Mapkupoeka According to ND / B cootserctaun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3awuiieHHoM
XpaHenue OT CBETa MECTE NPH TeMnepaType He sbille 25 °C. He 3aMopakuBaTh.
16 Sheli-life / Cpox roaguocrsa 3 years. / 3 roga.

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilpoaykr coorBerctByet TpebGosanuam HJT

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /
Tloaroroenexo: Narzjl Kumar

!
—

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaureins

Pawan Kumar j?

Reprint Date /
Hara: 31.05.2022

Reprint Date /
Jara: 31.05.2022

Reprint Date /
JlaTa : 31.05.2022

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
www.drreddys.com
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B OOLPE 3APABOUNPAHEHUWA

«CBefleHnA 0 BBOAE B rpaxfaHckuin odopoT B Poccuiickoin defepaLimm nekapcTBEHHbIX

mr/mn 1 . (1 M), amny st (10),
GnucTeps (1), mauku KapToHHbIE/ ~

Jlabopatopuc Jitn

HUnnus

JlaTta BHecenus B Ipou3BoguTENnD Caenennn o Oprf‘u{mauna, Homep Homep, nara
Z Hopmarusuas BbIIYCTHBIIAN B
AHC Topropoe HaumeHoBaHHe (BBINYCKAIHA Crpana CTaHAX - CepHH, paspelieHHs Ha
MOKYMEHTAIHA rpazaaHCKHH
Pocanpasnamzopa KOHTPOJIb) NPOH3BOJACTBA oBopor NapTHH HIII
Ketopon®; pacteop ans BHYTPHUBEHHOTO H-p Pexmi'c
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