Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND{A
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: KeTopon" (keToponak) pacTBOp Uit BHYTPHBEHHOTO M BHYTPUMBILLIEHHOTO BBeAeHHs, 30 Mr/ma
Batch No / : V230170 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001648017 Date of Analysis / 1 28.02.2023
AHaguTHYecKni oTuer Ne Jarta ananuza
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jlara mpouM3BoACTBA I'ogen 1o

Analysis performed according ND / Ananns nposeaen mo HJI: JII1-001365-170222

Page 1 of 4/ Cyp. 1 n3 4

I}? Test / Ioka3aTenb Results / Pe3yabTaTthbl Specification / Hopma

1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.

ITpo3paunsiii cBerio-kedaThli |/ Ilpo3paunbiii  OeclBeTHLIH  Hau
pacTtBop. CBETIIO-KeNTbIit PacTBop.

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

ToanuHHOCTL 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) / BpemeHna
YIOEpXKHMBAaHHUA OCHOBHBIX NUKOB HA | YAEpPKHUBAHHUS OCHOBHBIX ITMKOB Ha
XpoMmarorpamme HCIILITYEMOr0 | XpOMaTorpaMme HCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pPacTBOpa JOMKHLI COOTBETCTBOBAThH
YIEPKUBAHUA OCHOBHBIX [HUKOB Ha | BpeMeHaM YyOepXKHBaHUS OCHOBHBLIX
XpOMaTorpamme CTaHAAPTHOTO | MHKOB Ha XpoMaTorpamme
pacTBopa KETOpo/laka TPOMETaMHHa | CTaHAApPTHOrO pacTBopa KeTopojaka
u HalpoKceHa (pa3gen | TpoMeramuHa W HampokceHa (pazien
«KonuecTBeHHOE ONpeieneHne») «KonuyecTBeHHOE OMpeaeieHUeN»)

3 Clarity / IIpo3pauHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapara He J10JDKHA NPeBbIIATh
OMNaJICCLUEHLHIO 3Tall0OHa CpaBHeHHs L.

4 Color / IIBeTHOCTH 0.03 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu 1uinHe BOTHBI
430 HM.

5 pH 7.40 From 6.9t07.9./0t16,9 no 7.9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanne: [poaykT cooTeercTeyet Tpebopanmsm HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager{Executive /
IToaroroeneHo: Pardeep Kumar [Tposepenq: Himesh Kumar | Ono6peno: Menemkep/| Pykosoaurens

' C}l//_—f“‘ Abhishek Chauhan
» (
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.02.2023 Hata: 28.02.2023 Jara : 28.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon®" (keToponak) pacTBop Juisi BHYTPUBEHHOTO U BHYTPUMbILIEYHOTO BBEACHNS, 30 Mr/ma
Batch No / : V230170 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001648017 Date of Analysis / : 28.02.2023
AHanuTHYecKui oruer No JlaTa aHann3a

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JlaTa npon3BOACTBA T'ooen oo

Analysis performed according ND / Auanus nposeaen mo HJI: JII1-001365-170222

Page 2 of 4/ Crtp. 2u3 4

6 Particulate matter / Mexanunuyeckue BKJAKOYECHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buanmble yacTHLUb B cooTBeTcTBIHU C TpeOOBAHHUAMH.
6B Invisible particles /
HeBuaruMble YacTHLb:
i. Particles> 10 pm / 20 not more than 6000 per ampoule /
YacTuu pazMepom > He Gonee 6000 Ha amnyny;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHL pa3MEPOM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PoacTBeHHbIe IpumecH
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He Oosce
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6HapysxeHa not more than 0.50 % / He Oomnee
0,50 %;
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Ooree
Hwxe npenena konudectsennoro | 0,50 %o;
onpeaenenus (ITKO = 0.033 %)
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 1(;07:[0 r(;ore than 0.20 % / He OGonee
0.014 %) / Hixe npenena i
obHapyxenus (10 = 0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6oxee
EnnHH4YHAA HEUACHTUPHLIH- 0,20 %.
pOBaHHas NPUMECh

Remarks: The Product confirms to ND/
[Tpumeuanue: [IpoayKkT cooTreTcTBYeT TpeboBanuam H/

Conclusion: APPROVED /
3axkawuenue: OJJOBPEHO

Prepared by /
IToarororneHo: Pardeep Kumar

N

o

Checked by /
[Tpoeepeno: Himesh Kumar

el

Approved by: Manager/Executive /

Onobpeno: Menemitep / Pykopoautensb

Abhishek Chauhary

f -

Reprint Date /
Hara: 28.02.2023

Reprint Date /
Jara: 28.02.2023

Reprint Date /
JlaTta : 28.02.2023

Neglslered Office. 842-337, Ruad Nu. 3, Danjaia Lills, Hyderabad - 500034, Telangana, ndia
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

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

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

CEPTUDPUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon" (keToposiak) pacTBOp AUl BHYTPHBEHHOIO U BHYTPUMbILIEYHOIO BBECHHS, 30 mr/mn
Batch No/ : V230170 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001648017 Date of Analysis / : 28.02.2023
ABanuTH4ecKuii oTueT Ne JlaTa anaJiH3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npou3BoACTBA I'oaen no
Analysis performed according ND / Ananans nposeaen no HJL: JI[1-001365-170222

Page3 of4/Crp. 334

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BaexaeMblii 00bemM He meHee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbIe <=0.725 EQ/mMr tromethamine. / He Oosiee 5,8 ED/mr
IHAOTOKCHHBI KeTopoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JlonkeH ObITb
CTepuibLHOCTD (I KAKIO0MH NA CTEPUIbHBIM.
15-oii cepum)

11 Assay / KosinuecTBeHHOE 30.00 mg / 30.00 mr From 270mg io 33.0mg of
omnpeaesieHUe C15sH;3NO;- C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mmr
pie] 33,0 MI C15H13NO3‘C4H| 1NO;
(keToponaka TpoMeTaMHUH) B 1 M.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.11 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: [IpoaykT coorBeTcTBYET Tpebopanuam HJJ

Conclusion: APPROVED /
3axmovenne: OJJOBPEHO

Hata: 28.02.2023

Hara: 28.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxarotorneno: Pardeep Kumar IMposepeno: Himesh Kumar | Onobpeno: Menemkep | Pykosgaurens
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Tpoaykr: KeTtopon" (KeToponak) pacTBop Al BHYTPUBEHHOTO ¥ BHYTPHMbILIEYHOTO BBSACHHA, 30 mr/ma
Batch No / : V230170 Batch Quantity / : 272727ampules /
Cepun Ne O0Bem cepHu 272727 amnya
Analytical Report No / : 890001648017 Date of Analysis / : 28.02.2023
AHAJMTHYECKHH oTueT Ne JlaTa anajamuza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

Jlata npoH3BOACTBA Togen mo

Analysis performed according ND / Ananns nposegen mo HJL: JII1-001365-170222

Page 4 of 4/ Crp. 4u3 4

13 Packaging / Ynakoska

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. /

Ilo 1 w™Mn B aMmmoynssl M3
CBETO3aLUTHOTO cTeKna
kopuunesporo knacca I (USP). B
BEpXHEH 4YacTH aMIlyJbl HaHECEHb
KOJBIO M TOuYka AJd pasjioma. Ha
aMIyny HakJeHBaloT 3TUKETKY.

ITo 10 ammynm ¢ HUHCTpYKUMEN [0
MPUMEHEHHUIO MOMEUIAIOT
B [IBX/antomuHneBbId 6IMCTED.

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. /

Ilo 1 wMI B aMnynsl  u3
CBETO3ALIUTHOIO CTEeKIIa KOPUYHEBOIO
MMM TEMHO-KODUYHEBOrO  LBETa
knacca I (USP). B BepxHeH wacTH
aMITyJTbl HaHeceHbl KONBUO M TO4Ka
ns pasznoma. Ha amnyny BakyienparoT
STHKETKY.

Mo 10 amnysn ¢ MHCTPYKLHER Mo
NPUMEHEHHUIO MOMeIaloT
B IIBX/antoMuHNeBLIH ONHCTED.

ITo 1 GrnucTepy B MauKy KapTOHHYIO;
sl cTauMoHapos: mo 2, 3, 5
6NMUCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootrBetctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiineHHOM
OT CBETa MecTe IIpH Temieparype He Boille 25 °C. He 3amOpaKiBaTh.

16 Shelf-life / Cpok rognocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuanue: [TpoaykT coorseTcTByeT Tpebosanusam HJT

Conclusion: APPROVED /
Zaxmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeieno: Pardeep Kumar Iposepeno: Himesh Kumar | Ono6peno: Menemxep / PykgsoanTes
.| Abhishek Chauhan/ ?
= A (S
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.02.2023 Jara: 28.02.2023 Jarta : 28.02.2023
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