Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJTM3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul ¥t RIS 3P Mg/ ml ]

| XlpoaykT: KeTopon™ (keToponak) pacTBop Ajisi BHYTPHBEHHOIO ¥ BHYTPHUMBbILIEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / : V220602 Batch Quantity / : 272727ampules /
|Cepusi Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001610541 Date of Analysis / : 22.08.2022
Ananurnuyeckuii oryer Ne JlaTa aHa/u3a
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
JlaTa npou3BOACTBA I'oxen go
Analysis performed according ND / Auanu3 npoeegen nmo HJI: JIT1-001365-170222

Page1 of4/Crp. 1 n3 4

IIpo3pauHbiii CBETJIO-XKEJIThIH

pacTBop.

1;.00 Test / [Toka3aTenb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanune Clear light yellow solution. / | Clear colorless to pale yellow solution.

/  TlpospauHblii OeclUBETHBIH HWNH
CBETJIO-KEATBIH pacTBOp.

2 Identification /
IToannHHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
VIEP)KUBAHHS OCHOBHBIX MHUKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIEP)KUBaHUA OCHOBHbIX MHKOB Ha
Xpomartorpamme CTaHAapTHOro
pacTBopa KeToponiaka TpOMETaMUHA
u HalpoKceHa (paznen
«KonHMyecTBEeHHOE OMpeEIEHHE»)

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) / BpeMmeHa
YIEPKMBAHKUS OCHOBHBIX IHMKOB Ha
XpoMartorpamme UCIBLITYEMOTO
pacTBopa [IOJUKHBI COOTBETCTBOBATDb
BpEMEHAM YIEPXUBAHUA OCHOBHBIX
MKOB Ha XpoMmaTtorpamme
CTaHOAPTHOrO pacTBOpa KeTopojaka
TpOMeTaMMHa UM HarpokceHa (pasfen
«KoauecTBeHHOE ONPENENCHUEN)

3 Clarity / IIpo3payHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuys
npenapara He JOJKHa NPEeBbIIIATh
OMaNeCUeHITHIO STanoHa cpaBHeHu L.

4 Color / LIBeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUTHHE BOJIHB!
430 uM.

5 pH 7.36 From 6.9 t0 7.9./ 01 6,9 no 7.,9.

Remarks : The Product confirms to ND/
IMpumeuanue: [IponykT coorseTcTBYeT TpebOBaHUAM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: Pardeep Kumar IMpoeepenq: Himesh Kumar | Ono6peno: Menemwxep / Pykopoaurens
C>—3—-"’/:) Manoj Kumar N (’ i
Qﬁ{ A~ i}_}l’ !“E._[..‘-'-"‘"_‘
Reprint Date / Reprint Date / Reprint Date /
Jlara: 22.08.2022 Jara: 22.08.2022 Jara : 22.08.2022

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUOHKAT AHAJIM3A Tel : 491 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul R EEFORY "3 Thg/ml

Hpoaykr: Keropon" (keTopoak) pacteop Ui BHYTPHBEHHOIO W BHYTPHMbILIEYHOrO BBEACHHS, 30 Mr/mi
Batch No / 1 V220602 Batch Quantity / : 272727ampules /
Cepusa Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001610541 Date of Analysis / : 22.08.2022
AHanuTHYecKknii oruer Ne Jara ananu3za

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
Jara npou3BoacTBa Topen 1o

Analysis performed according ND / Ananu3 nposeaen no HJL: JI[1-001365-170222
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6 Particulate matter / MexaHuuyeckne BK/IIOUECHUS

6A Visible particles /
BuaymMple yacTULbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B COOTBETCTBUH C TPEOOBAHUAMH.

6B Invisible particles /
Hesuaumbie yacTHIIbI:

Impurity B / [Ipumeceb B

Below Limit of Detection (LOD = 0.014 %) /
Hmxke npenena obHapyxenus (10 =
0.014 %)

Impurity C / ITpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npejena KoMUYeCTBEHHOrO ONpeAeNCHU

Impurity D / [Tpumeces D

(TIKO =0.033 %)

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena obuapyxenus (110

Any unspecified impurity /

=0.014 %)

i. Particles> 10 pm/ 113 not more than 6000 per ampoule /
YacTuu pa3mMepoM > He 6onee 6000 Ha amnyny;
10 mMxm

il. particles > 25 pm/ 02 not more than 600 per ampoule /
yacTUL pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM

7 Related substances / PoacTBeHHbIE IPUMeECH
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He Oosnee

0,20 %;

not more than 0.50 % / He ©onee
0,50 %;

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

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

Not more than 0.20 % / He 6onee

HUzBsnexaeMblii 00bem

EnuHuuHas HenaeHTUQULH- 0.05% 0,20 %.
poBaHHas MPUMECD
Total impurities / Cymma 0.21% Not more than 1.50% / He Gonee
npumecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /

He menee HomuuansHoro (1,0 mi)

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipogykr coorsercTByeT Tpebosanusym HJ

Conclusion : APPROVED /
3axmouenne: OJOGPEHO

Prepared by /
IToarotosneno; Pardeep Kumar

L=

Checked by /
[Mpoeepero: Himesh Kumar

~

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesnb
= — Manoj Kumar

/
,—*"h el Le Lt C_,
"""

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hara : 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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‘..o Dr. Reddy's Laboratories Ltd.
! * Formulation Unit-6
Dr. Red dy s ". , Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS 14 sojan, H.P, 173 205, INDIA
CEPTUOUKAT ABAJIM3A ~ 1q; +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculYY;ECEIHYS $0g/ml

poaykr: Ketopon" (xeToponak) pactsop Afisi BHYTPHBEHHOIO W BHYTPHMBILLEYHOTO BBEACHUSA, 30 MI/mu1
Batch No / : V220602 Batch Quantity / + 272727ampules /
Cepna Ne O0nem cepu 272727 amiyn
Analytical Report No / : 890001610541 Date of Analysis / : 22.08.2022
AnanuTHyecKnii orTuer Ne JaTta anann3a

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

JlaTa npou3BOACTEA Togen no

Analysis performed according ND / Auanus nposexen mo HJL: JI1-001365-170222

Page 3 of 4/ C1p. 3 u3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHanbHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KeTopoJiaka TpOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunex Must be sterile. / JlomkeH ObITb
CTepujibHOCTD (IJ1s1 KAXKA0M CTEPUJIbHBIM.
15-o0ii cepumn)

11 Assay / KonnuecTBeHHOe 28.29 mg / 28.29 mr From 270mg to 33.0mg of

onpejaeieHHe CisHi3sNO3 C4H 1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pile] 33,0 Mr C15H13NO3‘C4H11NO3
(keToposiaka TpOMeTaMHH) B 1 M.

12 Alcohol content / DTanon 1147 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[pumeuanue: [TpopykT cooTBeTcTBYET TpeboBanmam HJL 3akmouenne: OJJOBPEHO

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

[Moaroroeneno: Pardeep Kumar Tposepeng: Himesh Kumar | Ono6peno: Menemxep / Pykosoaurenb
Ql - CDS/—;‘ Manoj Kumar \M

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.08.2022 Jlarta: 22.08.2022 Jara : 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul 4 T ECFSIE 30" eg/ml

Mponykr: Kertopoa (ketoponak) pacTgop Ans BHYTPUBEHHOTO W BHYTPHMbILICYHOTO BBCACHHA, 30 mr/mn
Batch No / 1 V220602 Batch Quantity / : 272727ampules /
|Cepnst Ne Oo6bem cepuu 272727 amnyn
Analytical Report No / : 890001610541 Date of Analysis / : 22.08.2022
|AHaHTHYeCKHH oTueT No Jara ananusza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

Jara npouspoacTBa Toaen oo

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

Page 4 of 4/ Crp. 4 u3 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 wMn B aMmnyisl U3
CBETO3ALLUTHOTO cTeKna
kopyunesoro kimacca I (USP). B
BEpXHEM YacTH amITyjisi HaHECEHbI
KOJBLLUO M TOYka AJs pasziaoma. Ha
aMITyJly HaKNeUBaloT 3TUKETKY.

IMo 10 ammyn ¢ UBCTpyKUMEH MO
MPUMEHEHHIO MIOMELLAoT
B [IBX/anoMHHHEBBII OIIHCTED.

ITo 1 6nucTepy B MaYKy 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. /

ITo 1 w™Mn B aMmyasl  u3
CBETO3ALMTHOTO CTEKIa KOPHUHEBOTO
WIM  TEMHO-KOPHYHEBOTO  LIBETA
knacca I (USP). B BepxHell uacTu
aMITyJibl HAHECEHbl KOJBUO M TOYKa
1 pazioma. Ha amnyny HakieusaroT

9TUKETKY.
[To 10 ammyn ¢ WHCTpYKLMEH IO
NPUMEHEHUIO MOMELIAT

B [IBX/anmoMHiHUEBbIH OIUCTED.

ITo 1 6nucTepy B NA4YKy KapTOHHYO;
ans crapdoHapoe: mo 2, 3, 5
6IMUCTEPOB B IAYKY KAPTOHHYIO.

14 Labelling / MapxupoBKa

According to ND / B cootBetcteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT cBETa MecTe MpH TeMneparype He Boiiue 25 °C. He 3amMmopaxuBaTh.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 roza.

Remarks : The Product confirms to ND/
[Mpumeuanue: IpoaykT coorBeTcTBYeT Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IloaroroaeHo: Pardeep Kumar

Checked by /
[Mpoeepeno: Himesh Kumar

(‘%

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTrens
—~, | Manoj Kumar :

(hpgreece

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hara : 22.08.2022

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. LBS195AM1904MLCO04507
www.drreddys.com



