Dr. Reddy's Laboratories (Ltd.

S
Dr. Reddy,s ‘...’ Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND|A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHUDUKAT AHAJIM3A ViR dHedyEiEom

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: Ketopon" (xeToponak) pacTBOp A7 BHYTPUBEHHOTO U BHYTPUMbILIEYHOrO BBEAEHHS, 30 Mr/mi
Batch No / : V230296 Batch Quantity / : 272727ampules /
Cepust Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001656384 Date of Analysis / 1 12.04.2023
AHanuTH4ecknii oruer Ne JlaTa aHaJn3a

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

JaTa npou3BoJcTBa Togen g0

Analysis performed according ND / Ananu3s nposenen no HJ/I: JIT1-001365-170222

Pagelof4/Crp. 1u3 4

1;.? Test / IlokazaTesib Results / PesyabTars! Specification / Hopma

1 Description / Onucanue Clear, light vyellow solution. / | Clearcolorless to pale yellow solution.
Ipo3paunbiit ceetno-xkenteii | / IIpo3pauHblii OGecUBETHBIH MU
pacTBop. CBETJIO-XKENThIH pacTBoOp.

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

IoaaunHOCTL 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
YIOEepKMBAHUSA OCHOBHBEIX [UKOB HAa | YINEpPKUBAHUA OCHOBHBIX IMMKOB Ha
XpoMarorpamme UCTIBITYEMOT0 | XpoMarorpamme HCILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBopa JAODKHBI COOTBETCTBOBATH
yIEPKUBAaHUSA OCHOBHBIX MUKOB Ha | BPEMEHAM Y/EPXKMBAaHHS OCHOBHbBIX
XpoMaTorpamMmMe CTaHJIapPTHOTO | MHKOB Ha XpoMarorpamme
pacTBOpa KeTopoJiaka TPOMETaMUHa | CTaHAApTHOTO PacTBOpa KeTopoiaka
u HanpoKceHa (pasmen | TpoMeTaMHHa W HAmpoKceHa (pa3men
«KonuyecTBeHHOE ONMpPEeNeHUE») «KonuuecTBeHHOE ONpenee HUe»)

3 Clarity / Ilpo3payHocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA NpeBbIaTh
OMaNieCLCHIMIO 3TalloHa cpaBHeHu L.

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

He 6onee 0,20 npu nyinHE BOJHBI
430 M.

5 pH 7.41 From 6.9t07.9./0T16,9 no 7.,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [IponykT coorseTcTBYET Tpebopanusam HJI 3axmouyenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororsieHo: Pravesh Rana Ipoeepeno: Naresh Kumar Onob6peno: Menemxep / Pykosoantessb

/ Manoj Kumar " /
= @ ! }h\M
Reprint Date / Reprint Date / Reprint Date /
Jata: 12.04.2023 Jara: 12.04.2023 Jata : 12.04.2023

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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CEPTUDPUKAT AHAJU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml o
IMpoaykT: Keropon" (keToponak) pacTBop A BHYTPUBEHHOIO ¥ BHYTPHUMBIILIEYHOIO BBEACHHs, 30 Mr/mMa
Batch No / : V230296 Batch Quantity / : 272727ampules /
Cepua No O0bem cepun 272727 amnyn
Analytical Report No / : 890001656384 Date of Analysis / :.12.04.2023
Ananurnyeckuif oruer No JaTta ananusa
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa npousBoacTBA I'open g0
Analysis performed according ND / Auanu3s nposeaen mo H; JII1-001365-170222

Page20f4/Crp. 23 4

6 Particulate matter / MexaHu4YecKHe BKIIOUYEHUS
6A Visible particles / Complies / CooTBeTCcTBYET Should correspond to requirements. /
Buaimble YacTHLIbI B cooTBeTCTBUH ¢ TpeOOBaHUSIMH.

6B Invisible particles /
HeBuauMple 4acTULBI:

i. Particles> 10 pm / 17 not more than 6000 per ampoule /
YacTun pazmepom > He 6onee 6000 na amnyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4aCTHL pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoncTBeHHble mpuMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20 % / He Oonee
. . _ | 020%;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = not more than 0.50 % / nHe Oonee
0.014 %) / Humxe npenena 0.50 %:
> 07

obHapyxenus (ITO = 0.014 %)

Impurity C / ITpumecs C not more than 0.50 % / He O6onee

Less than LOQ (LOQ = 0.033 %) / 0,50 %;

Hmwke mnpenena KOIM4ECTBEHHOTO
onpenenenus (ITKO = 0.033 %)

Impurity D / [Tpumecs D not more than 0.20% / He OGonee
Below Limit of Detection (LOD = | 0,20 %.
0.014 %) / Huxe npenena
obHapyxenus (I10 = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunnynas HeuaeHTUGULIH- 0.06% 0,20 %.

PoOBaHHas IPUMECH

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IIpoaykr coorBercTByeT TpeboBaHusam HJI 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrotosneno: Pravesh Rana IIpoBepeno: Naresh Kumar OnobpeHo: Menemxkep / Pykosoantens
(L ‘:!1 Manoj Kumar )h ﬂ

‘ < {Tmy L
Reprint Date / Reprint Date / Reprint Date /
Jata: 12.04.2023 Jara: 12.04.2023 JlaTta : 12.04.2023
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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
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CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIpoaykr: Ketopon™ (keToponak) pacTBOp /sl BHYTPUBEHHONO M BHYTPHMbIILEYHOTO BBEAEHHA, 30 MI/mMn |
Batch No / : V230296 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001656384 Date of Analysis / : 12.04.2023
AHaJIHTHYECKH I oTyeT Ne JaTta ananusza
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa npon3BoACTRA I'omen no
Analysis performed according ND / Ananu3s nposexen mo HJI: JIIT1-001365-170222

Page30f4/Crp.3u34

H3Bnekaemplii 00beM

Total impurities / CyME 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) /

He mMenee HoMuHanbHOro (1,0 mi)

CTepuIbLHOCTD (4151 KaxKA0i
15-oii cepumn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbhbie <=0.725 ED/mMr tromethamine. / He Gonee 5,8 ED/Mr
IHIOTOKCHHBI KeTOpoJiaka TPOMETaMUHA.

10 Sterility (every 15th batch) / Must be sterile. / omkeH ObITb

NA

CTEPUNIBHBIM.,

11 Assay / KonuuecTBeHHoe 29.92 mg/29.92 mMr From 27.0mg to 33.0mg of |
onpejenenue CisHi3NO;- C4H1INOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
a0 33,0 M C15H13N03‘C4H11N03
(xeroporaka TpoMeTamMuH) B 1 mi.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.70 %

Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/

Ilpumeuanue: Ipoaykr coorsercTyeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotorneno: Pravesh Rana IIpoBepeHo: Nz?:sh Kumar Onobpeno: Menemxep / P)'KOBO?IITGHL

P !%; Manoj Kumar W
Reprint Date / Reprint Date / Reprint Date /

Jata: 12.04.2023

Hara: 12.04.2023

JaTta : 12.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPHUKAT AHAJIM3A

(Pr—oduct 1/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml o

MpoaykT: Ketopon™ (ketoposiak) pacTBop Ui BHYTPMBEHHOTO W BHYTPUMBbILIEYHOTO BBeIeHHUs, 30 mr/mn
Batch No / : V230296 Batch Quantity / : 272727ampules /
Cepusi Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001656384 Date of Analysis / 1 12.04.2023
Ananurnyeckuii oryer Ne JlaTa ananau3za

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

JlaTa npou3BoacTBa Ioxen g0

Analysis performed according ND / Ananus nposegen mo HJI: JII1-001365-170222

Paged4 of4/Crp.4nu3 4

13 Packaging / ¥Yna KOBKa

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. /

o 1 wMn B amnynsl M3
CBETO3ALUTHOTO CTeKJa
kopuuHeBoro kinacca [ (USP). B
BEpXHEH 4YacTU aMIyJbl HaHECEHBI
KOJBIIO M TOuKa Ay pasnoma. Ha
amIyJly HaKkJIeHBalOT 3THKETKY.

ITo 10 ammyn ¢ HWHCTpyKLHeH Mo
MIPUMEHEHUIO TIOMELLAIOT
B [IBX/antomunneBslit 6ucTep.

[To 1 6nuctepy B navuKy KapTOHHYO.

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. /

[lo 1 wMa B aMOoydsl U3
CBETO3ALLUTHOTO CTEKJIa KOPHYHEBOTO
WIH  TEMHO-KOPUYHEBOrO  LBETa
xnacca I (USP). B BepxHeil uactu
aMITyJIbl HaHECEHBI KOJNbIO M TOUKa
Ut pa3noMa. Ha amnyimy HakJieuBaroT
ITUKETKY.

I[To 10 amnyn ¢ MHCTpYKLHMe#d 1o
NPUMEHEHHIO [OMELLAIOT
B [IBX/antoMuHueBbIl On1CTEp.

ITo 1 6nucTepy B na4Ky KapTOHHYIO;
JUIss  cTauMoHapoB: mno 2, 3, 5
ONUCTEPOB B MAYKy KapTOHHYIO.

14 Labelling / MapxkupoBka

According to ND / B cootsercTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHoM
OT CBeTa MecTe NMpH TeMnepatype He Bbile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rognoctn

3 years. / 3 roga.

Remarks: The Product confirms to ND/
IIpumeuanue: IlponykT cooTsercTByeT Tpeboranusm HJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Pravesh Rana IIpoBepeHo: Naresh Kumar Onob6peHo: Menemxkep / Pykosoayress
/é i Manoj Kumar - ﬁ
= 4 }D&u/{
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.04.2023 Hara: 12.04.2023 Hara : 12.04.2023
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