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Dr. Reddy's Laboratories Ltd

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

CERTIFICATE OF ANALYSIS  pjgit, solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculal’ 1hedH8A8Y36°Me/m!

IlpoaykT: Ketopon" (keTopoJiak) pacTBOp AJisi BHYTPHUBEHHOIO W BHYTPUMbILIECHHOTO BBeCHHS, 30 Mr/mn
Batch No / 1 V220323 Batch Quantity / 1 272727ampules /
Cepust Ne O06bem cepun 272727 amnyn
Analytical Report No / : 890001591657 Date of Analysis / : 17.05.2022
AHanuTHYecKH# oTueT Ne JlaTa aHaamM3a

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

Jara npou3BoACTBA T'onen no

Analysis performed according ND / Auanus nposexen mo HJI: JIT1-001365-170222

Page 1 of 4/ Ctp. 1 u3 4

NN:) ~ Test/ FMokasatean Results / PesyabTarsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHblii GecuBETHBIH PacTBOP. /  Tlpospauynslii OecLBETHBIH N
CBETIIO-XKENThINA PacTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks
IMoagnuHHOCTB 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
yIEpKUBAHKUs OCHOBHBIX NMHKOB Ha | YIAEP)KMBaHHA OCHOBHBIX ITHKOB Ha
XpoMmarorpamme UCTILITYEMOTO | XpOMaTorpaMme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM | pacTBOpa JMAOIKHBEI COOTBETCTBOBATH
YAEPKHBAHUA OCHOBHBIX MHUKOB Ha | BPEMEHAM YAEPXKHWBAHUS OCHOBHBIX
XpoMarorpaMme CTAHOApPTHOTO | MHKOB Ha XpoMaTorpamMmme
pacTBOpa KeTOpoJiaka TPOMETaMMHA | CTaHAapTHOTO pacTBopa KeTopoJiaka
H HarpoKCeHa (pasmen | TpoMeTaMHHa M HanpokceHa (paszel

«KOJM4ecTBEHHOE ONpeIeeHHUE) «KonuiecTBeHHOE ONpPEIEEHUEN)

3 Clarity / IIpospa4HocThb Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
npernapara He A0JDKHA IPEBbILIATh
ONANIECLIEHIMIO 3TalOHa cpaBHenuA L.

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

He 6ounee 0,20 npu 1yiMHe BOJIHEL
430 nm.
5 pH 7.35 From 6.9 to 7.9./OT1 6,9 10 7,9.

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpoaykT cooTBeTCTBYET TpeGopanuam HJL

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[Monrorosneno: Ankit

(P

Checked by /
ITposepeno: Ramakant

W

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PyxoBoaurens

Pawan Kumar ' ;

Reprint Date /
Hara: 17.05.2022

Reprint Date / |
Hara: 17.05.2022

Reprint Date /
JHara :17.05.2022
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6 Particulate matter / MexaHH4YeCKHEe BKIIOYEHNS

6A Visible particles /
Buayumele yacTUuUbI

Complies / CoOTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBUH C TpeGOBaHUAMHU.

6B Invisible particles /
HeBuauMbie 4acTHUIIbI:

Impurity B / Ilpumecs B

Not detected / He o6Hapy»xcHa

Impurity C / Ilpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npenena KOMHUECTBEHHOTO ONpeeneHus
(TKO = 0.033 %)

Impurity D / IIpumecs D

Below limit of detection (LOD = 0.014 %)/
Huke npegena KONM4ecTBEHHOTO
onpeneinenns (ITKO =0.014 %)

Any unspecified impurity /

1. Particles > 10 pm / 170 not more than 6000 per ampoule /
YacTui pa3mMepoM > He 6onee 6000 Ha amnyy;
10 MkM

ii. particles > 25 pm/ 07 not more than 600 per ampoule /
YacTHL] pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKkM

7 Related substances / PoacTBeHHbIe npUMecH
Impurity A / [Ipumecs A 0.15 % not more than 0.20% / He Ooiee

0,20 %;

not more than 0.50 % / He Oojee
0,50 %;

not more than 0.50% / He Oosee
0,50 %;

not more than 0.20 % / He Gonee
0,20 %.

Not more than 0.20 % / He 6onee

HU3Baexkaemsplii 00LeM

EnuHMYHAS HEUAeHTADUIIH- 0.07% 0,20 %.
pOBaHHas IPHUMECh
Total impurities / CymMmma 0.27 % Not more than 1.50 % / He 6onee
npuMeceii 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomunansHoro (1,0 M)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMTpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBarusam HJ
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Prepared by /
ITonroroeneHo: Ankit

(B

Checked by /
[Mposepeno; Ramakant

&u&@i’

Approved by: Manager/Executive /

OnobpeHo: Menemkgp / PykosopuTelns
Pawan Kumar j\"’

Reprint Date /
Hara: 17.05.2022

Reprint Date /
Hara: 17.05.2022

Reprint Date /
Jara :17.05.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




@0
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, IND1A

CEPTUPUKAT AHAJIHU3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculavf'"f’r‘fj"e%?i%%%‘,’?ﬁ’iﬁg/ml |

| Hpoayxr: Ketopon® (keToponak) pacTBOp [Uisl BHYTPMBEHHOIO ¥ BHYTPUMBbILLIEUHOrO BBeACHHUS, 30 Mr/mn
Batch No / : V220323 Batch Quantity / : 272727ampules /
Cepus Ne O0bemM cepnn 272727 amnyn
Analytical Report No / : 890001591657 Date of Analysis / : 17.05.2022
AHaJuTHYeCKHH oTueT No Jara ananu3za
Date of Manufacture / : April.2022 Date of Expiry / : Mar.2025
|JaTa npousBoacTea T'onen po
Analysis performed according ND / Ananan3 npoeeaen mo HJL: JII1-001365-170222

Page3 of 4/ Crp.3u3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepuanbhbie <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCUHBI KeTOpoNaKa TPOMeTaMHHa.

10 Sterility (every 15th batch) / Complies / CrepuneH Must be sterile. / JlomxeH ObITb
CTepHIbHOCTD (1151 KAXKAOi CTEPWIbHBIM.
15-o0ii cepun)

11 Assay / KonnuyecTBeHHOE 30.16mg / 30.16mr From 27.0mg to 330mg of

onpenesjieHUue CisH13NOs3 C4H1NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
pats) 33,0 MI C15H13NO3'C4H11N03
(keToposaka TpOMETaMUH) B 1 MJI.
12 Alcohol content / ITaHoa 11.64 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
[Mprmeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam H/I

Conclusion : APPROVED /
3akuaouenne: OTOBPEHO

Prepared by /
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Iposepeno: Ramakant
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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
ITo 1 w™Mn B amoynsl M3 | ina carton pack. /
CBETO3ALIUTHOTO crekna | [To 1 wmn B aMmynsl  u3
kopuaHesoro kinacca I (USP). B | cBeTo3aliUTHOrO CTEKJIa KOPUYHEBOIO
BepXHedl YacTH aMmyNbl HAHECEHBl | WIH  TEMHO-KOPUYHEBOIO  IIBETa
KONbUO W Touka 1ns pasnoma. Ha | xnacca I (USP). B BepxHelt uactu
amITyny HaKJIEMBaIOT 3TUKETKY. amnynbl HAaHECEHB! KONbLUO M TOYKa
Mo 10 ammyn ¢ uHCcTpykuue# mo | Ans pasnoma. Ha ammyny HakneusaroT
NPUMEHEHUIO MOMEIIAIOT | 3THUKETKY.
B [1BX/anmoMuHuneBsIit 61ucTep. ITo 10 ammyn ¢ UMHCTpyKLMeH IO
ITo 1 6nucTepy B Mauky KApTOHHYIO. | NPUMEHEHHIO [IOMELIAI0T
B [IBX/amoMuHueBslit 61UcTEp.
ITo 1 6aucTepy B MauKy KapTOHHYIO;
I cTauMoHapoB: mo 2, 3, 5
ONUCTEpOB B Na4YKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetctsun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHoM
XpaneHnue OT CBeTa MecTe IpH Temnepartype He Belue 25 °C. He 3amopaxuBarth.
16 Shelf-life / Cpox roaHoctn 3 years. / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoxykt coorBercTByeT Tpebopanuam HJI
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