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

- CEPTH(])IfKAT AHAJII3A ' Tel:49198166 5600102 B
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculwminjdogddys.80mg/ml
Mponykr: KeTopon™ (keToponak) pacTBop s BHYTPUBEHHOrO M BHYTPHMbILIEYHOTO BBeAeHMUs, 30 Mr/mn
Batch No / : V220598 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001612490 Date of Analysis / : 31.08.2022
AnajanTnyeckuii oruer No JaTa ananusa
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
JlaTa npou3BOACTBA I'open no
Analysis performed according ND / Ananus nposegen no HJL: JI[1-001365-170222
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[MoguuHOCTL

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yAepXXHBAHUS OCHOBHBLIX NMUKOB Ha
XpoMaTrorpaMmme HCITBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHaM
yAEpXHUBAHUS OCHOBHBIX THKOB Ha
XpoMaTorpaMmme CTaHIAPTHOTO
pacTBopa KeTopojaka TPOMETaMHHA
U HanpoKceHa (pasmen
«KonuuecTBeHHOE ONpeAeneHne»)

i.:) Test / Ilokxazatesnb Results / PesynbTaTh! Specification / Hopma
1 Description / Onucanue Clear light vyellow solution. / | Clear colorless to pale yellow solution.
[Tpo3payHbiit cBeTio-kenThiii | / [lpo3pauHblif OecuUBETHBIN WK
pacTBop. CBETJIO-XKENThIH pacTBop.
2 Identification / The retention times of the main | 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
yIOEPKUBAHUSI OCHOBHBIX THKOB Ha
XpoMaTorpamMmmMe UCABLITYEMOTO
pacTBopa HOOJDKHBl COOTBETCTBOBATH
BpEMEHAaM YIEPKUBaHHA OCHOBHBIX
TIHKOB Ha XpoMaTorpaMme
CTaHIAapTHOTO pacTBOpa KeTopoJiaka
TpOMETaMUHa W HampokceHa (pasaen
«KouuecTBeHHOE ONpelETIeHUEN)

3 Clarity / [TpospayHoctb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuMs
npernapara He J0JDKHA NpeBbIIIATh
onaeClEHIMIO 3TANoHa cpaBHeHuA 1.

4 Color / llBetHOoCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUI¥HE BOIHELI
430 HM.

5 pH 7.35 From6.9t07.9./0169 no7.9.

Remarks : The Product confirms to ND/
Ipumedanue: llpoaykr cooTBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
Jakawuenne: OJJOBPEHO

Jara: 31.08.2022

Jara: 31.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotoBneHo: Ankit ) IIposepeHo: Pardeep Kumar | Ono6peno: Menemkep / Pykosopurens
A P ==l OmPrakash % ) |
_--'""/-. . fj .u, |'{ P"r’ o~
Reprint Date / Reprint Date / Reprint Date / '

Hara : 31.08.2022

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2595, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s Q’!‘

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 56C01-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculwriwdoigddys 30mg/ml
pojaykr: Kertopos” (KeToponak) pacteop /Ui BHYTPUBCHHOIO W BHY TPMMBILLICYHOTO BBEACHNS, 30 MP/MA
Batch No / 1 V220598 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6nbem cepun 272727 amnyn
Analytical Report No / : 890001612490 Date of Analysis/ : 31.08.2022
Ananurnueckuii oTuer Ne Jara anann3za
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
JaTa npounsBoacTBa I'open no
Analysis performed according ND / Ananu3s nposenen o HJI: JIN-001365-170222

Page 2 of 4/ Crp. 2 u3 4
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6 Particulate matter / Mexahnuyeckue BK/IOUEHUS

6A Visible particles /
Buaumele yacThupl

Complies / CoorBeTcTBYET

Should correspond to requirements. /
B cootBeTcTBUM ¢ TpeOOBAHUAMH.

6B Invisible particles /
HeBuanMbie 4acTHLLI:

Impurity B / ITpumecs B

Below Limit of Detection (LOD = 0.014 %) /
Hmuxe npeaena obHapyxenys (110 =
0.014 %)

Impurity C / ITpumecs C

Impurity D / Ipumecs D

Less than LOQ (LOQ = 0.033 %) / Huxe
npeaena KoNIM4ECTBEHHOro ONpPeAesicHHA
(ITKG =0.033 %)

Below Limit of Detection (LOD =
0.014 %}/ Hinke npeaena oGnapyxenus (110

Any unspecified impurity /

=0.014 %)

1. Particles> 10 pm / 54 not more than 6000 per ampoule /
YacTuu pazmMepom > He Gosiee 6000 Ha amny.ay;
10 MxM

ii. particles > 25 yum / 02 not more than 600 per ampoule /
YaCTHLL Pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM

[ Related substances / PoacTBeHHbIe mpuMecH
Impurity A / [IpuMecs A 0.15% not more than 0.20% / He 6Gosce

0,20 %;

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

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

not more than 0.20% / He Gonee

0,20 %.

Not more than 0.20 % / He 6onee

H3Biexaemblii 00beM

EnunniHas HeuneHTHGHLIK- 0.05% 0,20 %.
pOBaHHas IPUMECh
Total impurities / Cymma 0.21% Not more than 1.50 % / He Goxee
npuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /

He meHee HoMuHanbHoro (1,0 M)

Remarks : The Product confirms to ND/
| Ipimeuanne: LlponyKTt cooTBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Ankit

Checked by /
IIporepeno: Pardeep Kumar

QL—,——

Approved by: Manager/Executive /

—

;_'1/1 /\(Y‘/ (’:1 _-__

Onob6peHo: Menemxep / Pykosonurens

Om Prakash

Reprint Date /
Jara: 31.08.2022

Reprint Date /

Jara: 31.08.2022

]

Reprint Date /
Hata : 31.08.2022

Registered Office:

5-2-327 Koad No. 3, Banjara Hills, Hyderabad - 300034, Tolangane, India
Tel: +91 40 4900 2800, Faxw: +31 20 4900 2595, Email: mailidrreddys.com

CIN: LE5195AP1234P1LCO04507
www.drreddys.coin
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,

CEPTUPHKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculdi/ilje¢tidns: 30 me/m)
| Hpoaykr: Keropos™ (KkeToposak) pacteop ais BHYTPMBEHHOTO M BHYTPHMBILICHHOPO BBeAeHMs. 30 Mr/a
Batch No / : V220598 Batch Quantity / : 272727 ampules / |
Cepus Ne Oobbem cepun 272727 amnyn
Analytical Report No / : 890001612490 Date of Analysis / : 31.08.2022
Ananntuuecknii oryer Ne Jara ananusa

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

JlaTta npousBojacrsa I'onen mo

Analysis performed according ND / Anaans nposenen no HJI: JIT1-001365-170222
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9 Bacterial endotoxins /
BakrepuanbHblie
3HAOTOKCHHBI

<=0.725 EU/mg /
<=().725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KETOpoJiaka TpoMeTaMUHa.

10 Sterility (every 15th batch) /
CTepHALHOCTL (151 KANKIOM
15-0i1 cepun)

Complies / Crepuinen

Must be sterile. / JomkeH ObITb
CTEPUIILHBIM.

11 Assay / KonuuecreeHHoe 29.53 mg/29.53 mr From 270mg to 33.0mg of
onpeaesieHue CisH3NO3- C4H  (NOs (ketorolac
tromethamine) per 1 mL. / OT 27,0 mr
a0 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 M.
12 Alcohol content / Itanon 11.59 % From 10.60 % to 12.60 %. /

Ot 10,60 % a0 12,60 %.

Remarks : The Product confirms to ND/

[Tpumeuanne: [Tponykr cooTBercTByeT TpeboBaHuAM H |

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IloaroroeneHo: Ankit

i

Checked by /
ITpoeepeno: Pardeep Kumar

i ¥

e

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesns

Reprint Date /
Jara: 31.08.2022

Reprint Date /
JHara: 31.08.2022

Om Prakash ; - ‘-'7-»- ™ L/
Reprint Date / |

Jara : 31.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydernbad - 530034, Talangana, india
Tel: +91 40 4900 2900, Fax: +31 40 4900 2995, Email: mzil¢l drreduys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJII3A

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98165 56001-02

‘ Product : / Ketorol (Ketorolac) solution for intravenous and Intramusculwitijbedddss. 30rmga/ml |
lpoaykr: Keropon™ (keroponak) pacrsop mis BHYTPHBEHHOIO M BHYTPHMBILLICYHOIO BBEACHHS, 30 Mr/MA
Batch No / : V220598 Batch Quantity / : 272727 ampules /
Cepusi Ne O0Bem cepuu 272727 amnyn
Analytical Report No / : 890001612490 Date of Analysis / : 31.08.2022
AHaanTuvecKni oruer No Jara ananusa

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

Jdara npouseojcrea Ionen 10

Analysis performed according ND / Auanus n posegen mo H: JIT1-001365-170222

Page4 of 4/ Crtp. 4 uz 4
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Packaging / Ynakoska

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. /

[lo 1 wMn B amoyns 3
CBETO3ALUMTHOIO cTekna

kopminesoro kmacca I (USP). B
BEPXHEH 4acTH aMNyJibl HaHECEHbI
KONBLLO M TOYKa JJs paszioma. Ha
aMMyny HaKJIEUBAIOT ITHKETKY.

ITo 10 ammyn ¢ wuucTpykumeii no
NPUMEHEHHUIO NOMEUIAI0T
B [1BX/amomunnesslii 6ancrep.

Ilo 1 6aucrepy B nauky 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. /

o 1 wmMn B amnyns w3
CBETO3ALUUTHOrO CTEKJId KOPMYHEBOTO
WIX  TEMHO-KOPWUYHEBOIO  LIBETA
knacca 1 (USP). B Bepxueit wactu
amnyibl HaHECEHbl KOMNLLO M TO4YKa
At paznoma. Ha amnyiny HaknenBator
3TUKETKY.

[To 10 ammyn ¢ wmHCTpykumeii mo
NPHUMEHEHHIO NOMEILAOT
B [IBX/anmomunuesslii 6aucrep.

Io 1 6nucTepy B nauky KapToHHYIO;
A1 CTALMOHApoB: Mo 2, 3,
OnHCTEPOB B NaYKy KAPTOHHYIO.

5

14 Labelling / Mapkupogka According to ND / B cootserctsun ¢ HJ.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aLULIEHHOM
XpaHenue OT CBETa MECTE NMpU Temnepatype He Bhie 25 °C. He 3aMopaxkHBaTh.
16 Shelf-life / Cpox roaHocTu 3 years. / 3 roga.
L_ |

Remarks : The Product confirms to NT)/ Conclusion : APPROVED /
[Mpumeyanne: TMpoaykr cootseTcTyeT TpedoraHuam HJT 3akmouenune: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonroroeneno: Ankit ) ITposepeno: Pardeep Kumar | OnoGpeno: Menenskep / PykoBoautens
A ‘ !" Om Prakash ¢ P
It SN o -f'\/"'rf =
Reprint Date / Reprint Date / Reprint Date / '
Hara: 31.08.2022 Jlara: 31.08.2022 Hara : 31.08.2022
Registerad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hydciahad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4200 2388, Email: mail@drreddy

CIN: L85195AP1984PLCO0D1507
www. drreddys.coni

z.com



