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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
w Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculéwitféetidns;. 8@mmg/ml
Hpoayxr: Ketopon® (keToponak) pacTBOp Jisl BHyTPMBEHHOIO M BHYTPHMBILUIEUHOTO BBEACHHS, 30 MI/MJI
Batch No / 1 V220258 Batch Quantity / : 209090ampules /
|Cepus Ne O61em cepun 209090 ammyn
Analytical Report No / : 890001589217 Date of Analysis / : 30.04.2022
AnanuTH4ecKHii oTueT Ne JlaTa ananusa
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTra npon3BoacTBa Tonen a0

Analysis performed according ND / Auanus nposeaen mo HJL: JI[-001365-170222

Page10f4/Crp.1u34

1;.? Test / IlokasaTenb Results / PesyabTaTh! Specification / Hopma
1 Description / Onucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

[Tpo3pauHblii 6ecLBETHBIN PacTBOP. / TIpospauHelif OecLBETHBIH WIH

CB_'fCTJ'[O-)KGJ'ITLIﬁ pacTBOD.

2 Identification /
IMoanunRoOCTHL

of ketorolac

The retention times of the main | 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

tromethamine and | ketorolac tromethamine and naproxen

naproxen (Assay section) / Bpemena | (Assay  section) / BpemeHna
YIEPKMBAHUS OCHOBHBIX NUKOB HAa | YIEPXUBaHHA OCHOBHBEIX IUKOB Ha
XpoMaTorpamMmme
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa JOJDKHBI COOTBETCTBOBATh
yHep)KMBaHKSI OCHOBHBLIX NMHUKOB Ha | BpPEMEHAM YIEPKMBAHMI OCHOBHBIX

HCMBITYEMOT'O XpoMaTtorpamMmme HCIBITYEMOTO

XpoMarorpamMmme CTaHJAPTHOTO | IHKOB Ha XpoMaTorpamMme
pacTBOpa KeTopojiaka TPOMETaMHHa | CTaHAApTHOTO pacTBopa KETOopojaka
%4 HanpoKceHa (pasmen | TpoMeraMHHa M HampokceHa (paszen
«KOJIMUECTBEHHOE ONPEAENIEHUEN) «KoHieCTBEHHOE OTpEleIeHUEN)

3 Clarity / Ilpo3pa4yHocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHIMsA
npenapara He JOJDKHA NIPeBbIIIaTh
OMaNeCUEHIMIO YTATOHa CPABHEHUA 1.

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

He 6onee 0,20 rpy WUiMHE BOJIHEI
430 uM.
5 pH 7.34 From 6.9 t07.9./0t16,9 no 7,9.

Remarks : The Product confirms to ND/
[Tpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
INonrorosneno: Ankit

Checked by /

Approved by: Manager/Executive /

Abhishek Chauhan

ITpoeepeno: Pardeep Kumar Ono6peno: Menemxep / Pyzosougﬁenb

P

(R
Reprint Date /

JHara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

£
Reprint Date /
Hara: 30.04.2022

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUOPHUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculdy/ injeeEdhg 30 mg/ml

IIpoaykT: Ketopon® (keToposak) pacTBop juisi BHYTPUBEHHOIO ¥ BHYTPUMBILIEYHOTO BBeCHHUS, 30 MI/mu
Batch No / : V220258 Batch Quantity / : 209090ampules /
Cepus Ne O0bem cepun 209090 amnyn
Analytical Report No / : 890001589217 Date of Analysis / : 30.04.2022
AHAJIHTHYECKHI oTueT Ne Jlara ananuza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTa mpou3BOACTBA Tonen no

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

Page 2 0of4/C1p. 2 n3 4

6 Particulate matter / MexaHnuyeckye BKIHOUYEHUS

6A Visible particles /
Buaumele 9acTHLBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBUH C TPeOOBAaHUAMH.

6B Invisible particles /
HeBuauMble YaCTHLBL:

Impurity B / [Ipumecs B

Not detected / He obHapyxeHa

Less than LOQ (LOQ = 0.033 %) / Hinke

i. Particles> 10 pm/ 63 not more than 6000 per ampoule /
YacTui pasMepoM > He 6onee 6000 Ha amIyiy;
10 MxMm

il. particles > 25 pm/ 03 not more than 600 per ampoule /
4acTUI| pa3MEPOM > He 6onee 600 Ha ammyy.
25 MKM

7 Related substances / PoncTBeHHbIe IPHMECH
Impurity A / Ilpumecs A 0.17% not more than 0.20 % / He Gonee

0,20 %;

not more than 0.50 % / ue Gonee
0,50 %,;

H3Bnexaemblii 00beM

Impurity C / [Ipumecs C NpEfeNa KOTHHECTECHHORO ONPEAENCHHA not more than 0.50% / He OGonee
(ITKO = 0.033 %) 0,50 %,
Impurity D / [Tpumecs D Below LOD (LOD = 0.047 %) / Hixe not more than 0.20% / He OGonee
npenena obHapyxkenus ([10 = 0.047 %) 0,20 %.
Any unspecified impurity / 0.08 % Not more than 0.20 % / He 6Gonee
Enuuudnas HeuneHTubInu- 0,20 %.
POBaHHasH MPUMECH
Total impurities / Cymma 0.30 % Not more than 1.50 % / He 6oinee
npumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He Menee nomunansHoro (1,0 mur)

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Ankit

(A

Checked by /
IporepeHo: Pardeep Kumar

——

Approved by: Manager/Executive /
OpnobpeHo: MeHemKep/ oBoaufens
Abhishek Chauhan ;

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Hara: 30.04.2022
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CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS .
- Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHATA3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculiiiféctids;- 30 mg/ml
Ilpoaykr: Ketopon® (keToponak) pacTBop i BHYTPHBEHHOrO M BHYTPHMBILIEYHOrO BBEJIEHUs, 30 Mr/ma
Batch No / 1 V220258 Batch Quantity / : 209090ampules /
Cepns Ne O06bem cepun 209090 ammyst
Analytical Report No / : 890001589217 Date of Analysis / : 30.04.2022
AHanuTu4yeckuii oTyet No Jara ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JaTa mpousBoacTBa I'onen xo
Analysis performed according ND / Ananns nposenen no HJI: JIIT1-001365-170222
Page3 of4/Crp.3uz 4
9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHblie <=0.725 EQ/mMr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeTOpOJIaka TPOMETaMMHA.
10 Sterility (every 15th batch) / Complies / Crepunex Must be sterile. / JlomkeH ObiTbh
CTepuibHOCTD (I/151 KaxK10M CTEPUILHBIM.
15-0ii cepumn)
11 Assay / KonnuecTBeHHOE 29.57 mg /29.57mr From 27.0mg to 33.0mg of
onpeaesnenne CisHj3NO3 C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 MI C15H13NO3'C4H11N03
(xeToponaka TpOMETaMHH) B 1 MIL.
12 Alcohol content / ITanon 11.77 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
INpumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBaHMAM HJT

Conclusion : APPROVED /
3akawoyenne: OJOBPEHO

Prepared by /
IToarorosnexo: Ankit

(B

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Omo6peno: Menemxkep / PykoBofiuTeb
= Abhishek Chauhan

{ )
/ —-""FFH —
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Reprint Date /
Hata: 30.04.2022

Reprint Date /
Jlarta: 30.04.2022

Reprint Date /
JlaTa: 30.04.2022

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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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculVMREERES - 3 ng/ml

IIpoaykr: Ketopon® (keTopoJjiak) pacTBop Ajis BHYTPUBEHHOTO M BHYTPHMBILIEYHOrO BBEACHHS, 30 Mr/mi
Batch No / 1 V220258 Batch Quantity / : 209090ampules /
Cepus Ne Qo6bem cepuu 209090 ammyn
Analytical Report No / : 890001589217 Date of Analysis / : 30.04.2022
AHanuTHYeCKHH oTUeT Ne JaTa ananuza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

Jata mpousBoacTBa T'onen no

Analysis performed according ND / Anann3s npoeegen nmo HJL: JI[1-001365-170222

Page4 of4/Crp.4n3 4

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. /

ITlo 1 w™Mn B aMmmyiel H3
CBETO3aLUMTHOIO CTeK1a
kopuuHeBoro kiuacca I (USP). B
BEPXHEH YacTH aMIlyJibl HAHECCHBI
KONBII0 W TOYKa Ais pasnoma. Ha
amITysTy HaKJIEUBAIOT 3THKETKY.

ITo 10 ammyn ¢ WHCTpYKUHWEH o

HNPUMEHEHHIO
B [IBX/anmoMuHHEBHIH OnHCTED.

noMeuarT

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. /

Illo 1 wMa B aMnoyns  H3
CBETO3aIUTHOTO CTEeK/Ia KOPUYHEBOIO
WId  TEMHO-KOPUYHEBOTO  LIBETa
xnacca I (USP). B BepxHeli yacTu
ammynsl HaHeceHsl KOJNBLO M TO4YKa
11t pazioMa. Ha amimyiny HakJIeHBalOT
ITHKETKY.

[To 10 ammyn c MHCTpYKLUMEH Mo
IpUMEHEHUIO MOMEIIAIOT
B [IBX/anoMuHueBbIi OnucTep.

[To 1 6nucTepy B Nauky KapTOHHYIO;
U1 CTalHoHapoB: mo 2, 3, 5
GIIHCTEPOB B NMAYKY KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHOM
OT CBETa MecTe Ipu TeMmepatype He Boime 25 °C. He 3aMmopaxuBaTs.

16 Shelf-life / Cpok roaHocTh

3 years. / 3 roza.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykr coorseTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by /
IMTonrorosneno: Ankit

Checked by /
IIposepeno: Pardeep Kumar

=0

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosofiutens
Abhishek Chauhan / =

{

(P
Reprint Date /

Reprint Date /

Hara: 30.04.2022

Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

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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