Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUOUKAT AHAJIM3A

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

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculttMje&tegdys 30mg/ml

IIpoaykr: KeTopon®™ (keToponak) pacTBop Uil BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBECHHUS, 30 Mr/mu
Batch No / 1 V220257 Batch Quantity / :+ 209090ampules /
Cepust Ne O61neM cepuu 209090 ammyn
Analytical Report No / : 890001589216 Date of Analysis / : 30.04.2022
AdaguTHyeckuii oTueT Ne JlaTa ananusa

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

Jlata mpon3BoacTBA I'onen Ao

Analysis performed according ND / Ananus nposegen no HJI: JI[1-001365-170222

Page1of4/Crp.1u3 4

1}00 Test / IlokasaTesb Results / Pe3yabTaTh! Specification / Hopma
1 Description / Onncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHslii GeclBETHBIH pacTBOP. / Tlpo3pauHeldi OECLBETHBIA WIN
CBETJIO-XKEJITHI pacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks
HopHHHOCTH 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) / BpemeHa | (Assay  section) / Bpemena
YAEpKUBAHUsSI OCHOBHBIX MHKOB Ha | YNEPKHBAHMSA OCHOBHBIX IMUKOB Ha
XpoMaTorpamMmMe UCTILITYEMOTO | XpOMaTOIpaMMe UCTIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpeMeHaM | pacTBOpa JAOJDKHBI COOTBETCTBOBATDH
yAEpKHBAHHA OCHOBHBIX ITMKOB Ha | BpeMEHaM YNEPXMBAHHMA OCHOBHBIX
XpoMaTorpamMmMe CTaHOAPTHOTO | IIHMKOB Ha XpOMaTorpaMmme
pacTBOpa KeTOpoJiaka TPOMETaMHHa | CTaHOAapTHOTO pacTBOpa KETOposiaka
" HanmpoKceHa (pazmen | TpoMeTaMHHa M HampoKceHa (pasnel

«KOJIMUeCTBEHHOE OIpE/IeNICHUE») «KonuyecTBeHHOE OTIpedeTICHHE)

3 Clarity / Ilpo3pa4yHocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He TOJDKHA [PEBbILIATh
OMAaJIECUEHIIMIO 3TAIOHA CpaBHEHMA L.

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

He 6osee 0,20 npu [UIMHE BOJHB
430 Hm.
5 pH 7.34 From 6.9t07.9./ 01 6,9 no 7,9.

Remarks : The Product confirms to ND/
[Tpumeuanue: [TpogykT cooTBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3akiaouenne: OIOBPEHO

Prepared by /
IMoarotoeneno: Ankit

(R

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Pavan Kumar Sharma ~ <e—"—" —

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Jlara: 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
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CEPTUOUKAT AHAJIM3A

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscu MY EHYS 30 Mhg/ml

Ipoaykr: Keropon® (keToponak) pacTBOp [is BHYTPHBEHHOIO W BHYTPHMBILIEYHONO BBECHHS, 30 Mr/ma
Batch No / 1 V220257 Batch Quantity / : 209090ampules /
Cepns Ne O6bem cepun 209090 amny.
Analytical Report No / : 890001589216 Date of Analysis / : 30.04.2022
Ananurayeckuii oruer Ne JlaTa anaau3a

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

JlaTa APOH3BOACTBA I'onen go

Analysis performed according ND / Ananns nposenen no HJI: JIT1-001365-170222

Page2 of 4/ Crp. 2 u3 4

6 Particulate matter / MexaHH4ecKye BKJIIOYEHUS

6A Visible particles /
BuauMeble yacTUIIbI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B coOTBETCTBUM ¢ TPEOOBAHUSIMU.

6B Invisible particles /
HeBnanmbie 4acTHIILL:

npegena obuapyxenus (110 = 0.047 %)

i. Particles> 10 pm/ 149 not more than 6000 per ampoule /
YacTun pasMepoM > He Oonee 6000 Ha ammyiy;
10 Mxm
ii. particles > 25 pm/ 03 not more than 600 per ampoule /
YacTUL pa3MepoOM > ne 6osee 600 Ha amMIyny.
25 MKM
7 Related substances / PoacTBennbie npuMecH
Impurity A / IIpumecs A 0.14 % not more than 0.20 % / He OGoiee
0,20 %;
Impurity B / [Tpumecs B hlordeteered O RanypxeHa not more than 0.50% / He 6onee
0,50 %;
: Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Illpumecs C NpeEITa KOAHHECTBCHHOrO ONpEAENCHHA not more than 0.50 % / He 6osee
(TIKO = 0.033 %) 0,50 %,;
Impurity D / TTpumecs D Below LOD (LOD = 0.047 %) / Hue not more than 0.20% / He Oonee

0,20 %.

HsBaekaemblii 00beM

Any unspecified impurity / 0.07 % Not more than 0.20 % / He 6onee
EnuHuvHast HenaeHTHULIU- 0,20 %.
pOBaHHas MPUMECh
Total impurities / Cymma 0.22% Not more than 1.50 % / He Gomnee
npumecei 1,50 %.

8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /

He menee Homu"ansHoro (1,0 mi)

Remarks : The Product confirms to ND/
[Mpumeuanue: ITpoxyxT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axiouenue: OJJOGPEHO

Prepared by /
IToarorosneno: Ankit

(R

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoanTens
Pavan Kumar Sharma | =

L o

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022
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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 AHAJTM3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculeijéoiegys 30mng/ml
Iponykr: Ketopon® (keToposiak) pacTBop 1/is BHYTPHBEHHOIO M BHYTPUMBIILEYHOrO BBeAEHHS, 30 Mr/mn
Batch No / 1 V220257 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001589216 Date of Analysis / : 30.04.2022
AHaJuTHYeCKHii oTyeT No Jarta aHaausa
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTa npon3BoACTBA Tonen o

Analysis performed according ND / Anaans nposeaen no HJI: JIT1-001365-170222

Page3 of4/Crp.3n3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajbHble <=0.725 ED/Mr tromethamine. / He 6onee 5,8 EQ/mr
SHAOTOKCHHBI KeTopoJiaka TpOMeTaMUHa.

10 Sterility (every 15th batch) / Complies / Crepunex Must be. sterile. / JlomikeH ObITH
CrepuJbHOCTE (1151 KaXKA0ii CTEPHUIBbHBIM.
15-o¥i cepun)
11 Assay / KostndecTBeHHOE 29.68 mg / 29.68Mmr From 27.0mg to 33.0mg of
onpeaesieHHe CisHi3NO;- CsH1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no 33,0 Mr C15H13NO3'C4H11N03
(keTopoiiaka TPOMETaMHH) B 1 MiI.
12 Alcohol content / ITaHon 11.18 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

IMpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOGPEHO

Prepared by /
IMoarorosneHo: Ankit

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaurtens
Pavan Kumar Sharma { —=

P

Reprint Date /

Jara: 30.04.2022

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Hara: 30.04.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUDPUKAT AHAJIU3A

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

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscubaivijéuiegys-30nng/ml

IIpoaykr: Ketopon® (keroponak) pacTop i BHYTPUBEHHOIO M BHYTPUMBILIEUHOTO BBeAEHHUs, 30 Mr/mi
Batch No / 1 V220257 Batch Quantity / : 209090ampules /
Cepus Ne O06nem cepun 209090 amnyn
Analytical Report No / : 890001589216 Date of Analysis / : 30.04.2022
AnanuTHyeckHi order Ne Jarta anammsa

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

JlaTa npoH3BoACTBA I'open no

Analysis performed according ND / Ananu3s nposeaen no HJL: JI[1-001365-170222

Page 4 of 4/ Crp. 4 u3 4

13 Packaging / YnakoBka 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 cutring 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 wMn B ammynsl 43 | ina carton pack./

CBETO3AIIUTHOTO crexia | I[To 1 wMm B aMnoymsl 3

kopuuHeBoro kmacca I (USP). B | cBero3amIMTHOTO CTEK/Ia KOPHYHEBOTO
BEpXHell 4YacTH aMITyJ bl HAHECEHbl | WJIM  TeMHO-KODWYHEBOrO  LIBETA
KONBIO U ToYka Juisi pa3noma. Ha | wmacca I (USP). B Bepxneil ugactm

aMIIyJly HaKJIEUBarOT STHUKETKY. amIyJsibl HaHeCeHbl KONBLO M TO4YKa
[To 10 ammyn ¢ umHCTpyKUMeH mno | A pasnoma. Ha amiyiny HaKIeUBarT
NIPUMEHEHHIO HOMEIIAIOT | 3THKETKY.

B [IBX/amoMuHueBbIi GnucTep. ITo 10 amnyn ¢ HHCTpYKLMEH moO
[lo 1 6nucTepy B mauky KApTOHHYIO. | MPHMEHEHUIO TIOMEeIAoT

B [IBX/amoMiHKEBBIH GHCTED.

ITo 1 6nucTepy B MavKy KapTOHHYIO;
IUId  CcTalldoHapoB: mo 2, 3, 5
61MCTEPOB B Na4Ky KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cooteerctBuu ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHOM
XpaHeHue OT CBeTa MecTe Npu TeMreparype He Bbiite 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpox roanoctu 3 years. / 3 roga.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanue: I[Iponykr cootsercTByeT Tpebosanusm HJI 3axkmwuenne: OXOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Ankit Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens

(K

4 Pavan Kumar Sharma <4 —

Reprint Date / Reprint Date / Reprint Date /
Jara: 30.04.2022 Jara: 30.04.2022 Jlara: 30.04.2022
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