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CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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

Iponykr: Keropon" (keToponak) pacTBop Utsl BHYTPHBEHHOTO U BHYTPHMBIIICUHOTO BBEACHNS, 30 Mr/Mi
Batch No / : V221083 Batch Quantity / : 272727ampules /
Cepus Ne Obnem cepun 272727 amnyn
Analytical Report No / : 890001637619 Date of Analysis / : 31.12.2022
AnanuTnyeckuii oTyer Ne JaTta ananmnza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

Jara nponsBojicTea I'omen no

Analysis performed according ND / Auanus nposegen mo HJL: JI[1-001365-170222

Page1of4/Crp.1u3 4

1;.00 Test / Iloxazarenn Results / PezyabTaTel Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
ITpo3paunsrii cBetno-kentel | / Ilpo3pausbiit GecuBeTHBL M
pacTBop. CBETJIO-XKEJITHIH PacTBoOp.

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

HoanuHHOCTE 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
YIACPKUBAHUSA OCHOBHBIX NMHUKOB Ha | YJAEPXKHBAHUA OCHOBHBIX IHKOB Ha
XpoMaTorpaMme HCOEBITYEMOIO | XpOMAaTOTpaMMe HCIIBITYEMOrO
pacTBopa COOTBETCTBYIOT BDEMEHAM | pPacTBOpPa MO/DKHBI COOTBETCTBOBATH
YIACPKUBAHUS OCHOBHBIX MMHUKOB HAa | BpeMeHaM YIEPXMBAHHUA OCHOBHBIX
XpomarorpaMmme CTAHIAPTHOTO | THKOB Ha XpomarorpamMme
pacTBoOpa KeTOpoJiaka TPOMETaMHHA | CTaHZApPTHOTO PacTBOpa KETOPONAKA
U HampokceHa (pasmen | TpoMeTaMHHa U HampoKceHa (paszen
«KonudecTBeHHOE OMnpeeeHue) «KoJ4ecTBEHHOE OTIpeeICHHEN)

3 Clarity / Ilpo3pauHocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHUUA
npernapara He A0JDKHA NPeBbIINaTh
OMNAaJIECLEHLMIO 3TANOHA CpaBHeHHs L.

4 Color / IlBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu miHHe BOJHBI
430 HM.
5 pH 7.37 From 6.9 t0 7.9./0t1 6,9 no 7,9.

Remarks: The Product confirms to ND/

[Tpumeuanue: [Mpoaykr coorsercryer TpeGosanmam HJT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
Iloarotorneno: Ramakant

Bukotd

Checked by /
IMposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens

Amit Kumar [&y/\,\:—/,

Reprint Date /
Hara:31.12.2022

Reprint Date /
Hara: 31.12.2022

Reprint Date /
Hara : 31.12.2022
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Product : /

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

IIponykr: Ketopon® (keToponak) pacTBOp JUlsl BHYTPHBEHHOTO U BHYTPHUMBILIEYHOrO BBEACHHUA, 30 mr/mMa
Batch No / : V221083 Batch Quantity / : 272727ampules /
Cepus Ne O0nem cepuu 272727 amiyn
Analytical Report No / : 890001637619 Date of Analysis / : 31.12.2022
AnaguTHueckuii otuer No Jarta ananauza

Date of Manufacture / : Nov.2022 Date of Expiry / 1 Oct.2025

JlaTa npon3BoACTBA T'ogen o

Analysis performed according ND / Anasu3 nposesen mo HJI: JI[1-001365-170222

Page 2 of 4/ Ctp. 2 u3 4

6 Particulate matter / MexaHH4ecKHe BKJIKYEHUS

6A Visible particles /
BuanMble 4acTHLBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTseTcTBHU C TpeOOBaAHUAMM.

6B Invisible particles /
HeBupuMble YacTHLBL:

i. Particles > 10 pm/ 82 not more than 6000 per ampoule /
YacTui pasMepoM > He 6onee 6000 Ha amnyny;
10 MxM
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
YacTHL] pa3MEpPOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / Poacreennbie npumMecu
Tmpurity A / TIpumech A 0.15% not more than 0.20% / ue Oonee
0,20 %;
Impurity B / I[Tpumecs B Not detected / He oBnapyxena not more than 0.50 % / He OGonee
0,50 %;
Impurity C / TTpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He Oomnee
npeaena KoaIM4eCcTBEHHOro onpeaencHusn 0 50 0/ B
(TIKO = 0.033 %) U 7o;
Impurity D / Hpumecs D Below Limit of Detection (LOD = 0.014 %) / 1(;02t0 101/1ore than 0.20 % / wHe ©Oonee
5 0.

Any unspecified impurity /
Enunnunas HeuneHTHHLIH-
pOBaHHasl IPUMECh

Huke npeaena oGHapyxenus (I1O = 0.014 %)

0.06%

Not more than 0.20 % / He 6oinee
0,20 %.

Remarks: The Product confirms to ND/
[Tpumeuanue: IIpoaykT cooTBeTcTBYeT Tpebosanisim HJI

Conclusion: APPROVED /
3akmouenne: OJJIOGPEHO

Prepared by /
IMoaroroeneHo: Ramakant

ket

Checked by /
IMposepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoautesns

Amit Kumar .
K

Reprint Date /
Hara:31.12.2022

Reprint Date /
Jara: 31.12.2022

Reprint Date /
Hara : 31.12.2022
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CEPTH®HUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon" (keTopofiak) pacTsop Ans BHYTPUBEHHOTO M BHYTPUMbIHICHHOTO peeeHus, 30 Mr/mi
Batch No / : V221083 Batch Quantity / : 272727ampules /
Cepust Ne O6beM cepHn 272727 amnyn
Analytical Report No / : 890001637619 Date of Analysis / : 31.12.2022
AnaguTHYeCKMii oTyer Ne Jlata aHaJIM3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npoOH3BOACTBA Tomen 10
Analysis performed according ND / Anaju3 npogejen no HJI: JI11-001365-170222 |

Page30f4/Crp.3 3 4

( Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npumecei 1,50 %.
8 Extractable volume / 1.0mi/ 1.0 Mn Not less than label claim (1.0 mL) /

Usenekaemblii 00bemM

He menee somuHanpHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajibHble <=(.725 ED/™Mr tromethamine. / He Gonee 5,8 EQ/mMr
3HAOTOKCHHBI KeTopoyaka TpOMETaMUHa.

10 Sterility (every 15th batch) / Must be sterile. / Jloybken ObITh
CTepHILHOCTS (1151 KamaoH COMPLIES CTEPWIbHBIM.
15-0i1 cepum)
11 Assay / KonuyecTBeHHOE 29.43 mg/29.43 Mr From 27.0mg to 33.0mg of
onpeaeieHHe C15H13NO3 CsH(1NOs3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 MT
a0 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpOMETaMHH) B 1 MJI.
12 Alcohol content / TaHos From 10.60 % to 12.60 %. /
11.73 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

[pumeuanne: [TPOMYKT COOTBETCTBYET tpeGoBanuam HJL

Conclusion: APPROVED /
3axaouenue: OJJOGPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
TIposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Opnobpeno: Menemiep / Pykosoaurenb
Amit Kumar * N\—

(,_ S /

@Zuu\cm/f
Reprint Date /

HMara:31.12.2022

Reprint Date /
Jara: 31.12.2022

Reprint Date /

Tlara : 31.12.2022
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Product : /

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

IMpoayxr: Keropon” (keTtoposiak) pacTBOp A1 BHYTPHBEHHOI'O M BHYTPHMBIIIEYHOTO BBEACHHUS, 30 MIr/mu
Batch No / : V221083 Batch Quantity / : 272727ampules /
Cepus Ne O0beM cepun 272727 amnyn
Analytical Report No / : 890001637619 Date of Analysis / : 31.12.2022
AnagunTudeckKuii oryet Ne JlaTa ananusa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTta npou3BoacTpa T'onen mo
Analysis performed according ND / Auanus nposeaen no HJI: JIT1-001365-170222

Page4 of 4/ 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. /

Ilo 1 w™Mn B aMmOoyasl U3
CBETO3ALLUTHOTO cTeKIIa
kopuuHeBoro kinacca I (USP). B
BEPXHEN YacTH aMITyJbl HaHECEHBI
KOIIII0O W TOYKa Juid pazntoma. Ha
aMITyJly HaKJIEUBalOT ITHKETKY.

ITo 10 ammyn ¢ MHCTpyKLHeH mo
[pUMEHEHHIO HOMEILAIOT
B [IBX/amomunneBsblii Gnuctep.

[To 1 6amcTepy B Mauky 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. / )

[lo 1 wMax B amoyasl U3
CBETO3ALIUTHOTO CTEKJIA KOPHYHEBOTO
WIH  TEMHO-KOPHYHEBOI'O  LBETA
xmacca I (USP). B eepxHeit 4dactu
amrynsl HAHECEHBI KONBIIO W TOYKa
101 pasnomMa. Ha ammyny HakjieMBaoT

ITHKETKY.
[To 10 amnyn ¢ HHCTpyKUMEH IO
NPUMEHEHUIO [IOMELLAIOT

B [IBX/amomuHneBsI 6nuctep.

I[To 1 6aucTepy B MauKy KapTOHHYIO;
LA cTauWoHapoB: mo 2, 3, 5
6JCTEPOB B NaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aumiieHHoM
OT CBETa MeCTe IpH TeMneparype He Beie 25 °C. He 3aMopakuBarts.

16 Shelf-life / Cpok roagnoctu

3 years. / 3 rona.

Remarks: 'I'he Product contirms to NI/
ITpumeyanue: IIpogykr cooTBeTcTBYET TpeboBanusM HJJ

Conclusion: APPROVED /
Sakawuyenue: OJTOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Gl

Checked by /
ITposepeHo: Pardeep Kumar

==

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroautens
Amit Kumar

s

Reprint Date /
Hara:31.12.2022

Reprint Date /
Hata: 31.12.2022

Reprint Date /
Hara : 31.12.2022
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