Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular yjegdersidld.cogiml

IIpoaykr: Ketopon" (keToponak) pacTop s BHYTPHBEHHOIO M BHYTPUMBbIILIEYHOTO BBeAeHUs, 30 Mr/mn
Batch No / 1 V220291 Batch Quantity / : 209090ampules /
Cepus Ne Ob6bem cepum 209090 amnyn
Analytical Report No / : 890001589642 Date of Analysis / : 04.05.2022
AHanurndeckuii oTyer No Hdarta ananuza

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

JlaTa npousBoJcTBa Tomen no

Analysis performed according ND / Ananu3 nposeaen mo HJI: JI[1-001365-170222

Page1of4/Crp.1n34

1;,00 Test / [loka3aTennb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

ITpo3pauHslii GecluBeTHbII pacTBOp.

/ Tlpo3pauynpiii GecLBETHBIM WK
CBETJIO-KEIThIH PACTBOD.

2 Identification /
MopnanunocTb

of ketorolac tromethamine

XpoMmaTtorpamme

Xpomarorpamme

U HampoKceHa
«KonnmuecTBeHHOE OTIpe/IeIIEHHE)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
and
naproxen (Assay section) / BpemeHa
yIEPXXUBaHUS OCHOBHBIX MHKOB Ha
UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIAEpPKHBaHUA OCHOBHBIX TMHMKOB Ha
CTaH/IaPTHOTO
pacTBOpa KETopoiiaka TPOMeTaMHHa
(pa3nmen

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YIEpXKHUBaHUsI OCHOBHBIX IIMKOB Ha
XpoMaTorpaMmme UCIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YNEep)KUBAaHUSA OCHOBHRHIX
MTKOB Ha XpoMaTorpaMmme
CTaHAApPTHOTO pacTBOpa KETOpoJaKa
TpOMETaMMHa M HalpokceHa (pasnen
«KonnuecTBeHHOE ONpeACTIeHUEN)

3 Clarity / Ilpospa4yHocTh

Complies / CooTBEeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JI0JDKHa IPEBBIIIATh
OIANECUEHIINIO dTATOHA CpaBHeHus 1.

4 Color / I1BeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [utuHe BOJTHEI
430 HM.

5 pH 7.25 From 6.9 to 7.9./ Ot 6,9 no 7.9.

Remarks : The Product confirms to ND/
Ipumeyanue: IlponykT cootBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoaroroeneHo: Ankit

Checked by /
[Tpoeepeno: Ramakant

@M@ﬂ

Approved by: Manager/Executive /
Onobpeno: Menemuxep / Pykosogurens
Pawan Kumar |

e —

Reprint Date /
Jara: 04.05.2022

Reprint Date /
Jara: 04.05.2022

Reprint Date /
Hara :04.05.2022

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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6 Particulate matter / Mexaun4yeckue BKJIIOYEHHHA

6A Visible particles /
Bunumele 4acTuLbl

Complies / CooTBETCTBYET Should correspond to requirements. /

B cooTBeTcTBUY ¢ TpeOOBAHUIMHU.

6B Invisible particles /
HeBuauMble YaCTHLIbL:

i. Particles> 10 um / 130 not more than 6000 per ampoule /
YacTuw pazmMepoM > He 6onee 6000 Ha amnyny;
10 MkM
ii. particles > 25 pm/ 11 not more than 600 per ampoule /
4acTHL, pa3MepOM > He 6osee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTeeHHbIe mpuMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20 % / He Oosee
0,20 %; :
Impurity B / Ilpumecs B PURL L R not more than 0.50 % / ne 6onee
0,50 %,;
Impurity C / [Ipumecs C I;gse;gzn:;gﬁ e(i‘ggﬂ:oor'g ﬁ;ﬁéﬁ:ﬁ: not more than 0.50 % / He OGonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Less than LOQ (LOQ = 0.047 %) / Hixe not more than 0.20% / He Gonee
npeaena KoM4ECTBEHHOrO onpeeneHus 0,20 %.

(TTKO = 0.047 %)

Any unspecified impurity /

Not more than 0.20 % / He 6Goisee

EnuHuYHas HeuneHTuUUH- 0.08 % 0,20 %.
POBaHHAs MPUMECDH
Total impurities / Cymma 0.22% Not more than 1.50 % / He 6onee
puMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mx Not less than label claim (1.0 mL) /

H3BnekaemMblii 00bem

He Menee HoMuHaneHoro (1,0 M)

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykr coorBeTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IMoarorosneHo: Ankit
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepnanbubie <=0.725 ED/mMr tromethamine. / He 6onee 5,8 E3/mr
IHAOTOKCUHBI KETOpONaKa TpPOMETaAMHHa.

10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / JlomxeH OBbITb
CTepniabHOCTB (17151 KA A0 CTEPUIIbHBIM.
15-o0ii cepun)
11 Assay / KonuuecTBeHHOe 29.58mg / 29.58mr From 27.0mg to 33.0mg of
onpejaeneHne CisHi3NO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 M1
12 Alcohol content / dTanon 11.79 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykt cootBeTcTByeT TpeGoBanuam HJI

Conclusion : APPROVED /
3axkimogenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Ankit HponepeHo:/R_amakar;t Onobpeno: Menemxkep / Pykoroaurens
/ ra Kumar s
ﬂ, | f’:{Lukl & Pawan e
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13 Packaging / Ynakoska

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 amnynsl u3 | ina carton pack./

CBETO3alIUTHOTO crexna | [lo 1 wMm B  amMoynsl  u3

kopuunesoro knacca I (USP). B | cBeTo3amuTHOro CTEKIa KOPUYHEBOTO
BEPXHEW YaCTH aMITyJlbl HaHECEHBl | WIIM  TEMHO-KOPUYHEBOIO  LIBETa
KoibLO W To4ka [uid pasinoma. Ha | kmacca I (USP). B BepxHeii uacTu

amITyJly HaKJIEHBaIOT STHKETKY. amnyJbl HaHeCEHbl KOJBLO M TOUKa
ITo 10 amnmyn ¢ uAcTpykuMed mo | mwis pasnoma. Ha amIyny HakJeMBarOT
IPUMEHEHHIO TIOMEIIAOT | 3THKETKY.

B [IBX/amoMuHHeBbIH OnHCTED. Ilo 10 ammyn ¢ MHCTpYKuUME#R Mo
ITo 1 6nucTepy B MauKy KaPTOHHYIO. | TNPHMEHEHUIO OMeINaoT

B [IBX/amomunuessiii Onuctep.

Io 1 6iucTepy B mauky KapTOHHYIO;
Ul cTaudoHapoB: mo 2, 3, 5
61HCTEpPOB B TA4YKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cooteeTcTBMH ¢ H]T.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHOM
OT CBETa MECTE NMPU TeMMepaTtype He Beile 25 °C. He 3amopaxxuBath.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roxa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: Ipoaykt coorBeTcTBYeT TpeGoBanuam HJJ 3axkmoyenne: OJJIOBPEHO
Prepared by / Checled by / Approvod byt Managor/Txcoutive /
ITonrororneno: Ankit ITpoeepeno: Ramakant Onobpeno: Menemxep / Pykosoauresb
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