[ I
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formuiation Unit-6

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTUPUKAT AHAJIU3A Tel : +91 98166 56001-02
Product : /  Ketorol (Ketorolac) solution for intravenous and intl‘amuscuLﬁ”fﬁfé}fi‘iﬁﬁa 50 mg/ml
Ilpo/tykr: Keropoui” (keToponak) pacTeop juisi BHYTPHBEHHOTO W BHYTPUMBILLEUHOrO BBCACHHS, 30 Mr/m
Batch No / : V211217 Batch Quantity / : 2,09,090 ampules /
Cepna Ne O6bem cepun 2,09,090 amiryn
Analytical Report No / : 890001555183 Date of Analysis / : 09.11.2021
AHaTHTHYECKH#H oTYeT Ne Jara ananuza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
Hara mponsBojcrea I'omen no
Analysis performed according ND / Ananus nposeaen mo HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08 .2020)
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Ipo3paunslii, GecLBETHSI pacTBop.

ioo Test / [Tokazaresn Results / PesynbraTs! Specification / Hopma
1 Description / Onucanue Clear colorless solution. /| Clear, colorless to pale yellow

solution. / IIpo3pauHslil, 6ecuseTHbI
WK CBETIIO-XKENTHIH pacTBop.

2 Identification /
IMoaauHHOCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / Bpemena ynepxusanus
OCHOBHBbIX ITKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YOEPKHBAHUS OCHOBHBIX ITHKOB Ha
XpoMmarorpamme pacTeopa
CTaHAApPTHbIX 06Pa3LoB KETOpoJaKa
TPOMETaMKHa M HallpOKCceHa (paszmen
«Konu4ecTBeHHOE OTpesieIeHIE)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
Bpemena ynepxuBaHus OCHOBHBIX
NIHKOB Ha XpomaTorpaMmme
UCIBITYEMOIO  PacTBOpa  NOJIKHE]
COOTBETCTBOBATh BpEMEHaM
YIOEP)KMBAHUSA OCHOBHBIX IIMKOB Ha
XpOMaTorpaMme pacrtBopa
CTaHAApPTHBIX 0Opa3lUOB KeTOpoJaKa
TPOMETaMHMHA H HallpOKCeHa (pasfen
«Konu4ecTBEHHOE ONpeeneHUEY)

3 Clarity / Ilpo3paunocTh

Complies / CooteTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnus
Tperapara He 0JDKHA [PEBBIIIaTh
OMMANECUEHIIUIO STANOHA CpaBHeH s 1.

4 Color / serHocTh 0.049Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu AnHHE BOJIHEL
430 M

5 pH 7.27 Between 6.9 and 7.9/6,9 - 7,9

Prepared by /
[Mogroroepneno: Ankit

Remarks : The Product confirms to ND/
[Tpumenanne: [poaykr coorercTByet TpeGosanmsm HJ

Conclusion : APPROVED /
3axarogernne: QOJIORPFHO

Checked by /
Ipoeepexo: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PV[\OBO,EU[TE‘T[I:
Manoj Kumar

le L

Reprint Date /
Hata: 09.11.2021

Print Date /
Jara: 09.11.2021

Print Date /
Hara: 09.11.2021

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: LB5195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOPUKAT AHAJIU3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculfifJi‘{i_iéb'ﬁdﬁé.: jii'iilg/ml
IIpoaykr: Keropon" (keToponak) pacTBop /1 BHyTPUBEHHOTO M BHYTPHMbILLCUHOTO BBEASHHUS, 30 Mr/mr
Batch No / : V211217 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O01bem cepun 2,09,090 amnyn
Analytical Report No / : 890001555183 Date of Analysis / : 09.11.2021
AHajuTH4YecKuil oTyeT Ne Jarta anannza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
JaTta npousBoacTBa T'open po
Analysis performed according ND / Ananus nposegen no HJI: JIIT1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexannueckue BKIOYeHs
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
Buaumeie yacTuiip! B cooTBeTcTBUM € TpeOOBAaHUAMM
6B Invisible particles /
HeBunumMele gacTuLp:
1. Particles> 10 pm/ 12 Not more than 6000 per ampoule /
YacTurp! pasmepom > He 6onee 6000 Ha ammyiy;
10 Mxm
ii. Particles > 25 um/ 0.3 Not more than 600 per ampoule /
YacTullsl pazMepom > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBensbie npumecu
Impurity A / IlpaMecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He Gosee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. 0) 0.50 %
Impurity D / ITpumecs D Not more than 0.20 % / He Gonee
Less than LOQ (0.047%) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
Ennanvynas HenpeHTuduim- 0.07% 0,20 %
PpOBaHHasi PUMECH
Total impurities / Cymma 0.33% Not more than 1.50 % / He 6oxee
npuMeceit 1,50 %

Remarks : The Product confirms to ND/
Ilpumeuanue; [TponykT conTrReTeTRYET TPehnRAHMaM HJT|

Conclusion : APPROVED /
3akmouenne: OJJOFPEHO

Prepared by / Checked by /
IlogrorosneHo: Ank1t [Tposepeno: Ramakant

A

Approved by: Manager/Executive /
Ono6peHo: MeHemxkep / Pykosoaurenb

Manoj Kumar /L
s

Reprint Date / Print Date /

Print Date /

Jlara: 09.11.2021

Jara: 09.11.2021 Hara: 09.11.2021

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
www.drreddys.com
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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
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AL R i

Product : /

. 0 E LCALAL ya.l.‘ ¥t
Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoaykr: Kertopon" (keToposiak) pactsop ans BHYTPUBEHHOrO H BHYTPHMBIILIEHHOrO BBEASHHUS, 30 Mr/mi
Batch No / : V211217 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6Bem cepun 2,09,090 amiiyq
Analytical Report No / : 890001555183 Date of Analysis / : 09.11.2021
AHanuTtHyeckHuil oTuer No Jara anannza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
JlaTa nponssoacTea Topen o

Analysis performed according ND / Ananu3s nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3BaexaemMblit 00LeM

1.1ml/ 1.1 Mn

Not less than label claim (1.0 mL) /
He menee HoMuHaibHoro (1,0 mi)

9 Bacterial endotoxins /
BakrepnanbHbie
IHIAOTOKCUHB!

<=0.725EU/mg /
<=0.725ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6onee 5,8 ED/Mr
KETOpOJIaKa TpOMETaMUHa

10 Sterility / CrepunbHocTh

Complies / Crepuien

Should be sterile / Ctepunen

11 Assay / KonndecTBeHHOe onpeaenenme

a) Ketorolac tromethamine /
Keroponaka Tpometamun

30.19 mg/30.19 mr

From 270mg to 33.0mg of
Ci1sH13NO3- C4H11NO4 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pi(s] 33,0 Mr C[5H13NO3'C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 M1

b) Sodium chloride / Hatpus 4.37mg/mL / 4.37 mMr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpH]L Ot 4,2 mr/mn g0 4,5 Mr/mi
12 Alcohol content / ITanon 11.86% Between 10.60 % and 12.60 %/

Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to

ND/

LlpumMedanue: Ilponykt cooTBeTcTBYET TpeGoBaHusIM HJT

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Ankit IIpoBepeno: quakant Onobpeno: Menemxkep / PykoBoaurens
& 0 s Manoj Kumar .- If ; e

Reprint Date / Print Date / Print Date /

Hara: 09.11.2021 Jara: 09.11.2021 Hara: 09.11.2021

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt. Solan, H.P., 173 205, INDIA
CEPTU®UKAT AHAJIN3A Tel : +91 98166 56001-02

-OTF 5 T
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 55 mg/ml

AHanuTudyeckmii oTyeT Ne

JlaTa anaiuza

Ipoaykr: Ketopon” (keToponak) pacTBop /it BHyTPUBEHHOTO W BHYTPUMBIILEYHOTO BBEAEHHS, 30 Mr/ma
Batch No / V211217 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001555183 Date of Analysis / : 09.11.2021

/JlaTa npoH3BOACTBA

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

Toaen xo

Analysis performed according ND / Auasu3s nposenen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka

Ilo 1 Mn B aMITyJIbBl U3 TECMHOIO

[To 1 6nucrepy B mauky kapToHHyto. | B IIBX/amomuaueBbIi OnucTep.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO;
UI1  CTallMoHapos: mno 2, 3,
6JUCTEPOB B NaYKy KAPTOHHYIO.

1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to 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
m in a carton pack.

crexna knacca I (USP). B Bepxueit | Ilo 1 My B aMIryJibl U3 TEMHOTO CTEKIa
YyacTH aMIyJbl HaHeceHbl konblo U | kimacca I (USP). B BepxHeil uactu
ToYka Aa1 pasznoMa. Ha ammymy | ammynsl HaHECEHBl KOJbLO U TOYKa

HaKJICUBAIOT 3TUKETKY. [t pasnoMa. Ha aMITyy HarJienBaroT
Ilo 10 ammyn ¢ WHCTpYKLIMEH MO | 3THUKETKY.

NIpUMEHEHUIO noMemwatrotr | Ilo 10 ammmyn ¢ HHCTpyKUHMe# [0
B [IBX/amomMuHueBBId OnHCTED. MPUMEHEHHIO MOMEMAT

5

14 Labelling / MapkupoBka

According to ND / B cootsercTBUM ¢ HJT.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auiuieHHoM
OT CBETA MeCTe MpH TeMmepatype He Beime 25 °C. He 3aMopakuBaTh.

16 Shelf-life / Cpok rogHocTH

3 years / 3 roxa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykrt cooTBeTcTBYET TpeboBanuam HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroropneno: Ankit Ilpoeepeno: Ramakant Opnobpeno: Menemxep / Pykosoantesns

@ ! Manoj Kumar _ E&L L L-L-P )
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Reprint Date / Print Date / Print Date /
Hara: 09.11.2021 Hata: 09.11.2021 Hara: 09.11.2021

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
www.drreddys.com




