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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

CERTIFICATE OF ANALYSIS
_——_—_CEPTI/I OUKAT AHAJIM3A www.drreddys.com
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon® (keToponak) pacTBOp J1Jisi BHYTPUBEHHOTO M BHYTPHMBILIEHHOTO BBEIeHHs, 30 Mr/mi1
Batch No / : V230813 Batch Quantity / : 272727 ampules /
Cepusl Ne O6bem cepuu 272727 ammyin
Analytical Report No / : 890001697933 Date of Analysis / : 31.10.2023
AnasTHTHYEeCKHH oTyeT No JlaTa ananuza
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa NpoH3BOACTBA TI'ogen no
Analysis performed according ND / Ananns nposenen no HJIL: JIT1-001365-170222
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[Tpo3payHbIit CBETJIO-KENTHIN

pacTBop.

1;.00 Test / [ToxazaTenns Results / PesyabTaTel Specification / Hopma
1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHblif OeCLBETHBIN HIIU
CBETJIO-XKENTHIH pacTBop.

2 Identification /
IToaIHHHOCTDL

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
YIEPXKUBAHHA OCHOBHBIX ITHKOB Ha
XpomarorpaMmme HCIILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM
yIEePXKHUBAHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMmme CTaHIapTHOFO
pacTBopa KeTopojiaka TPOMETaMHUHa
U HanpOKCceHa (paznmen
«KOonM4eCTBEHHOE OTIpeHeIIeHHE)

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
yIEPXUBAHMA OCHOBHBIX MHKOB Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpEMEHAM YIEepXXUBAHHS OCHOBHBIX
NHKOB Ha XpOMaTOTpaMMe
CTaHJApTHOTO pacTBOpa KEeTOpoJaka
TpOMETaMHHa M HalpoKceHa (pasfen
«KonmuecTBEHHOE OTIpelieIeHHEY)

3 Clarity / Ilpo3payHocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapara He JOJDKHa IPEBbIILATh
OTAJIECLICHIMIO 3TaJIOHa cpaBHeHud L.

4 Color / IlBeTHOCTB 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu aivHe BOIHEI
430 Hm.

5 pH 7.39 From 6.9 to 7.9./ Ot 6,9 o 7,9.

Remarks: The Product confirms to ND/
IMpumeuanue: [poaykT coorseTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
Bakmouenne: OJJOBPEHO

Prepared by /
IToarotosneHo: Pardeep

Kumar OL//’

Checked by /
[Tposepeno: Himesh Kumar

OnobpeHo:

Approved by: Manager/Executive /

Menemkep / PykoBoauteins

Reprint Date /

Reprint Date /

Hara:31.10.2023

Jara: 31.10.2023

Q:J_/f_-b Abhishek Chauhan
: \
\

Reprint Date /
Jara: 31.10.2023

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
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CEPTUOHKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoldykr: Ketopon” (keTOpomak) pacTBOp Juls BHYTPUBEHHOrO ¥ BHYTPHMBILICHHOTO BEEACHIT, 30 mr/mn
BatchNo / : V230813 Batch Quantity / : 272727 ampules /
Cep#in No O0beM cepHH 272727 amitynn
Analjytical Report No / : 890001697933 Date of Analysis / : 31.10.2023
AHaJIMTHYECKHH oTyeT Ne JaTa apanusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTra npoH3BoACTBA I'ogen no
Analysis performed according ND / Anasin3 nposeaes 1o HJ: JI11-001365-170222
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6 Particulate matter / Mexaunieckune BKJIOYCHHSA
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuanMble 4acTULBI B cOOTBETCTBUH C TPEOOBAHUAMM.
6B Invisible particles /
HeBuoumble 4acTHIIBL:
i. Particles> 10 pm/ 03 not more than 6000 per ampoule /
YacTuy pasMepoM > ne 6onee 6000 Ha ammyny;
10 MKkM
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTHUL] pa3MEPOM > ge Goniee 600 Ha amIyJy.
25 MKM
7 Related substances / PoacTBenHbIe MPUMeECH
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6Hapyskena not more than 0.50% / He Gonee
0,50 %;
Impurity C / [Tpumecs C Below LOQ (LOQ = 0.033%) / gosto T/?re than 0.50 % / He 6onee
Husxe nipesienia KONUYECTBEHHOTO Y0
[TKO = 0.033 %
Impurity D / IIpumecs D onpeneneHi ( ©) not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena o6uapyxenus (I1O
=0.014 %)
Any unspecified impurity / o Not more than 0.20 % / He 6Oomnee
0.06%
EnunuyHas HeMaeHTUDHULIHK- 0,20 %.
poBaHHas MPHUMECh

Remarks: The Product confirms to ND/
IIpumeuanue: [lponyKT COOTBETCTBYET Tpebopanusam HJL

Conclusion: APPROVED /
Zaxmwyenune: OJJOGPEHO

Prepared by /
INoprorosaeHo: Pardeep

Checked by /
ITposepero: Himesh Kumar

Approved by: Manager/Executive /

Jara:31.10.2023

Tata: 31.10.2023

Ono6peno: Menemxep / Pykosoautesns
Kumar C___S__/;J Abhishek Chauhak
OL_/f = S L' \
Reprint Date / Reprint Date / Reprint Date / \

Hara: 31.10.2023
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A ~ WWwdrreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Keropon® (keToponak) pacTBOp /jisi BHYTPMBEHHOTO W BHYTPHMBIIIEUHOr0 BBeeH s, 30 Mr/m
BatchNo / : V230813 Batch Quantity / : 272727 ampules /
CepHa Ne Oobbem cepun 272727 amnyn
Analytical Report No / : 890001697933 Date of Analysis / : 31.10.2023
AHaJINTHYECKHH oTueT No JlaTa anaau3za
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npoH3BOACTBA TI'open mo

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /

H3Bnexaempblii 00bemM

He menee HomuHanbsHoro (1,0 M)

9 Bacterial endotoxins /
BakrepuaibHbie
IHAOTOKCHHDBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KEeTOponaka TpOMeTaMHUHa.

10 Sterility (every 15th batch) /
CTepuIbHOCTD (AU1s1 KAXKIO0M
15-0it cepum)

NA

Must be sterile. / JlomkeH OBITb
CTEPWIHHBIM.

11 Assay / KoninuecTBeHHOe 30.05 mg/ 30.05 mr From 270mg to 33.0mg of
onpeaejseHue CsH;3sNOs-CsH 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 MI C15H13NO3'C4H11N03
(keTopoJaka TpOMETaMMH) B 1 miL.
12 Alcohol content / ITanou 11.61 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[pumeuanue: [TponykT cooTseTcTBYET Tpebobanusam HJL

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Pardeep Ipoeepeno: Himesh Kumar | Ono6peno: Meunemxep / PykoBoaurens
Kumar Qf/ ——{ Abhishek Chauhan k—/\
Reprint Date / Reprint Date / Reprint Date / '
Hara:31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopoa" (keToponak) pacTBop 1 BHYTPHBEHHOIO M BHYTPHMBILICYHOTO BBE/ACHIA, 30 mr/mn
Batch No / : V230813 Batch Quantity / : 272727 ampules /
Cepsis No O0beM cepHH 272727 amnyin
Analytical Report No / : 890001697933 Date of Analysis / : 31.10.2023
AHaJuTHYeCKHIi oTyeT Ne Jlara anaausa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa mpoH3BO/ACTBA Topen no
Analysis performed according ND / Anasin3 nposejed no HJI;: JIIT-001365-170222
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13 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 w~Mn B aMmynsl U3
CBETO3aLUTHOTO cTeKa
kopmunesoro kiacca I (USP). B
BEpXHEM 4acTH aMIyJibl HaHECEHBI
KOJIBLIO M TOYKa uisi pasnoma. Ha
aMITyJ1y HAKJIEUBAIOT 3TUKETKY.

INo 10 ammyn ¢ MHCTPYKUMEH MO
pYMEHEHUIO NOMEIIAIOT
B [IBX/amomMuHueBsIif 61HCTED.

o 1 GnucTepy B Ma4Ky 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. /

Illo 1 ™Mn B aMoyisl M3
CBETO3aLMTHOIO CTEKIIA KOPHUHEBOTO
WM TEMHO-KOPWYHEBOTO  11BETA
knacca I (USP). B BepxHeH 4YacTH
aMIyJbsl HaHECEHBl KOJNBIO M TOYKa
11 pasnoma. Ha aMITysy HakJIeuBatOT

ITHKETKY.
Mo 10 ammyn ¢ WHCTPYKUMEH I10
MPUMEHEHHIO MOMEIIA0T

B [IBX/anoMuHHEBBIH GIHCTED.

ITo 1 GaucTepy B MUKy KapTOHHYIO;
I cTaumoHapos: mo 2, 3, 5
GIHCTEPOB B MaUKy KaPTOHHYIO.

o 1 6iucTepy B MayKy KapTOHHYIO.

14 T.ahelling / MapKupoBKa

According to ND / B cootetcTauu ¢ HII.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3alIMIIIEHHOM
OT CBETa MecTe Ipu Temrepatype He Bbime 25 °C. He 3aMopax1BaTh.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[pumeyanue: [TPogyKT COOTBETCTBYET TPEDOBAHMAM HJT

Conclusion: APPROVED /
Zaxmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TonrorosneHo: Pardeep IIposepeno: Himesh Kumar | Omo6pero: Mexemigp / PykoBOOMTEb
Kumar —) = | Abhishek Chauhan

Qﬁ-—:’ = k/\
Reprint Date / Reprint Date / Reprint Date / ‘
Jara:31.10.2023 JlaTta: 31.10.2023 Jlara: 31.10.2023

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




Dr.Reddy’s !':’

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoAaykr: Ketopon™ (keToponak) pacTBop Ul BHYTPHBEHHOTO H BHYTPHMbILIEYHOro BBeCHHA, 30 Mr/ma
BatchNo / : V230813 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 890001697933 Date of Analysis / : 31.10.2023
AHaJIMTHYECKHIi oT4yeT Ne Jlara anaausa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jlara npou3BOACTBA Togen 10

Analysis performed according ND / Ananus nposenen no HJL: JII1-001365-170222

PageSofS/Crp.5u3 5

API name / HaumenoBanue ADC:

Ketorolac tromethamine / KeToponaka TpOMETaMHH

INN /MHH:

Ketorolac / Keroposak

API manufacturer batch number /

Homep cepun npoussoautessa ADC:

ABQHO003814

FP Manufacturer API Batch number /
Homep cepun cyberaHiii nponspoauteis [JID:

FEQA00498

API Manufactured by & country /
Ipoussoautenbs APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penmu'c JlaGoparopue Jita., Muaus

Remarks: The Product confirms to ND/
[pumeyanue: [Tpoaykt cooTseTcTBYeT Tpebosanuam H/l

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneHo: Pardeep IIposepeno; Himesh Kumar | Ono6peno: Menem¥ep / PykoBoautens
Kumar —— ~—1=Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / \
JaTa:31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
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