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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon® (keToposak) pacTBop uisi BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BBeACHHUS, 30 Mr/mit
Batch No / : V230915 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6bem cepuu 272727 amnyn
Analytical Report No / : 040002342910 Date of Analysis / : 29.12.2023
AnajuTHyecKuii oTyer No Jlata anajm3za

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA I'onen no

Analysis performed according ND / Ananu3s nposegen mo HJL: JII1-001365-170222
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1}? Test / Iloka3aTenan Results / Pe3ysibTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
IIpo3pauHsIit ceTno-kenteii | / Ilpo3pauHelii OeclUBETHBIN UK
pacTBop. CRETIIO-XENThIH PacTBOP.

2 Identification /
IloasnHHOCTH

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) / BpemeHa
yIEPKUBAHUA OCHOBHBIX IHKOB Ha
XpOMaTorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIEP)XHBAHMS OCHOBHBIX IHMKOB Ha
XpOMaTorpamme CTaHIapTHOTO
pacTBopa KeTOpoJiaka TpOMEeTaMHHa
7 HarpoKceHa (pa3men
«Konm4ecTBEHHOE OMpPeeNeHHE)

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) / BpemeHna
YIEPXKUBAHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme UCIILITYEMOT'O
pacTBOpa HOJDKHBI COOTBETCTBOBAThH
BpEMEHaM YAEP)KUBaHUS OCHOBHBIX
[IAKOB Ha XpoMaTorpaMmme
CTAaHIapTHOTO PacTBOPa KETOpOJakKa
TpOMeTaMHHa ¥ HaNpoKceHa (pasjien
«KonuuecTBeHHOE ONpeEICHHE)

3 Clarity / IIpo3payHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHUus
TpenapaTa He JOJDKHA NIPEBBILIATh
OTIANIECLISHIIFIO 3TaJIOHA CpaBHEHHA I.

4 Color / I1BeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOJIHEI
430 HM.

5 pH 7.35 From 6.9t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/
Ipumeuanue: [TponykT cootBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
Zaxumouenue: OJJOBPEHO

Jata: 29.12.2023

Jara: 29.12.2023

Jara: 29.12.2023

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

IMoarotosneno: Ankit & I[Tposepeno: Santgsh Kumar | Ono6peno: Menemxkep / PyKoBoauTE b
Maurya : Manoj Kumar i L ‘7

Reprint Date / Reprint Date / Reprint Date / =

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AHanuTuyeckuii oryer Ne

JlaTa ananusa

IIpoaykr: Keropon® (keToponak) pacTBop JUlsi BHYTPUBEHHOTO M BHYTPUMBIIEUHOTO BBEACHUS, 30 Mr/Mi1
Batch No / : V230915 Batch Quantity / : 272727 ampules /
Cepus Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 040002342910 Date of Analysis / : 29.12.2023

Date of Manufacture /
JlaTa npou3BOACTBA

: 11/2023

T'ogen mo

Date of Expiry /

: 10/2026

Analysis performed according ND / Auann3s nposenen no HJ/L: JII1-001365-170222
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6 Particulate matter / Mexanuyeckue BKIIOYEHHS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BupauMble YacTHLp! B cooTBeTCcTBUM C TPEOOBAaHUAMHU.
6B Invisible particles /
HeBuaumble yacTHLBI:
i. Particles> 10 pm/ 76 not more than 6000 per ampoule /
YacTu pasMepom > He 6onee 6000 Ha ammyy;
10 MxM
il. particles > 25 um/ 01 not more than 600 per ampoule /
YacTHI] pa3MepoM > He 6onee 600 Ha aMIyImy.
25 MKM
7 Related substances / PoacTBeHHble npumecu
Impurity A / [TIpumecs A 0.16% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / gosto {;(‘)re than 0.50 % / He OGonee
Hwxe npeaena o6Hapyxenus (ITIO 2! 70
=0.014 %)
Impurity C / Ilpumecs C not more than 0.50 % / He 6onee
Below LOQ (LOQ =0.033%) / 0,50 %;
Hipke npeaena KONIHYECTBEHHOTO
Impurity D / Ilpumecs D onpenenenns (ITIKO = 0.033 %) not more than 0.20% / He Oonee
0,20 %.
Below LOD (LOD = 0.014 %) /
Hwxe npenena o6napyxenus (I10
Any unspecified impurity / =0.014 %) Not more than 0.20 % / He Gomee
EnuuuyHas HeuAeHTAQULIM- 0,20 %.
pOBaHHaA MpUMech
0.05 %

Rewarks. The Produet coulinus o ND/
INpumeuanue: I[lpoaykT coorBeTcTBYeT TpeboBanuam HJI

Cunclusion: APPROVED /
3aximouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit

b

Checked by /

IIporepeHo: Santo%un_ ar
Maurya g

Onobpeno:

Manoj Kumar

Approved by: Manager/Executive /

Menemxep / PykoBoauTen /)

Reprint Date /
Jara: 29.12.2023

Reprint Date /
Hata: 29.12.2023

Reprint Date /
Jata: 29.12.2023

N
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToponak) pacTBOp [JI BHYTPUBEHHOIO ¥ BHYTPHMBILIEYHOTO BBEACHUS, 30 mr/mn
Batch No / : V230915 Batch Quantity / : 272727 ampules /
Cepust No O6beM cepun 272727 amnyn
Analytical Report No / : 040002342910 Date of Analysis / : 29.12.2023
AxaaaTnyecknii oTyer Ne Jara ananusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026

aTa NPOH3BOJCTBA TI'onen go
Analysis performed according ND / Ananu3s nposeaen mo HJI: JIT1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Bnexaemslii 00bem He menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrtepuanbHble <=0.725 E3/Mr tromethamine. / He Gonee 5,8 ED/mr
3HIOTOKCHHBI KETOpoJlaka TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / domkeH OBITH
CrepnnbHocTb (A7 Kaxa0i CTEPWIBHBIM.
15-0ii cepun)

11 Assay / KonndecTBeHHOE 29.58 mg/ 29.58 mr From 27.0mg to 33.0mg of
onpejeseHue CisH13NO3- C4H; (NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 Mr C15H13NO3‘C4H11N03
(xeToponaka TPOMETaMHUH) B 1 MIL

12 Alcohol content / DraHoua 11.57 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Iponyxt coorercryeT Tpebosanmsam H/I 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit ﬁ/ poeepero: Sanjgsh Kumar | Ono6peno: Menemxkep / Pykosoaute

/ Maurya Manoj Kumar \ ﬂ
Reprint Date / i Reprint Date / Reprint Date /
Hara: 29.12.2023 Jara: 29.12.2023 Jara: 29.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 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,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUP®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (keroponak) pacTBop Ui BHYTPUBEHHOIO ¥ BHYTPUMBIILIEYHOT0 BBEAEHHUS, 30 Mr/ma
Batch No / : V230915 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 040002342910 Date of Analysis / 1 29.12.2023
AHaJInTHYeCKHH oTyeT No Jara anaanza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JaTa npou3BoacTBa I'ogen 1o
Analysis performed according ND / Anann3 nposeaen mo HJI: JIT1-001365-170222
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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. /

IMIo 1 wMn B aMmnynmel M3
CBETO3ALIUTHOTO cTeKIa
kopuuneBoro kmacca I (USP). B
BepXHEM YacTH amIylbl HaHECEHBI
KOJIBIIO W TOYKa Ans pasioma. Ha
aMITyJly HaKJIEUBAIOT STUKETKY.

ITo 10 ammyn ¢ MHCTpYKLUMEH noO
IPUMEHEHHIO NOMELIAOT
B [IBX/amomMuHueBslii 6uctep.

ITo 1 6nucTepy B Mauky 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. /

[lo 1 wMn B aMOynsl W3
CBETO3aIUMTHOTO CTEKJIA KOPHYHEBOT'O
WM TEMHO-KOPMYHEBOTO  LIBETa
kmacca I (USP). B Bepxueit yacTtu
aMITyJibl HaHEeCeHbl KOJBLO W TOYKa
1U1s paznoMa. Ha aMmyny HaKJIeMBaroT

3THKETKY.
I[lo 10 amMmyn ¢ MHCTpYKLMEH 1o
MPUMEHEHHIO MOMEILAI0T

B [IBX/anioMuHMEBEIN OnUCTED.

Jlo 1 6nucTepy B Ma4yKy KapTOHHYIO;
JUis  cTauMoHapoB: mo 2, 3, 5
611CcTEPOB B NAYKy KapTOHHYIO.

Ilo 1 6bnucTepy B mayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiiieHHOM
OT CBETa MeCTe NpH TeMIiepaType He Bblie 25 °C. He 3aMOpaXuBaTh.

16 Shelf-life / Cpox roaHoctn

3 years. / 3 roxa.

Remarks: The Product confirms o WD/
Ipumeuanue: IIponykr cootseTcTByeT Tpebosanuam HJL

Concluslon: APPROVED /
3axkarwuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosieno: Ankit ﬁ/ [IpoBepeHo: Santcﬁ!}&umar Ono6peHo: Menemkep / Pykosomuresm

Maurya : Manoj Kumar - uuﬂ
Reprint Date / Reprint Date / Reprint Date / D
Jlara: 29.12.2023 Jlarta: 29.12.2023 Hata: 29.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4500 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Formulation Unit-6
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Distt. Solan, H.P,, 173 205, INDiA
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposak) pacTBOp Uisi BHYTPHBEHHOTO M BHYTPUMBILIEYHOr0 BBeAeHHs, 30 Mr/ma
Batch No / : V230915 Batch Quantity / : 272727 ampules /
Cepus Ne Oonem cepun 272727 amnyn
Analytical Report No / : 040002342910 Date of Analysis / : 29.12.2023
Ananurayecknii oruer Ne JlaTa ananunsa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara npou3BoacTBa TI'onen o

Analysis performed according ND / Anayu3 nposeaen mo HJI: JI[1-001365-170222
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API name / Haumenopanune AD®C:

Ketorolac tromethamine / KeToponaka TpoMETaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu nponssoaurenss AOC:

ABQH005022

FP Manufacturer API Batch number /
Homep cepuu cyberanuuu npouspoaurens IJId:

FEQAQ0497

API Manufactured by & country /
Ipoussoautens ADPC, crpana:

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

Remarks: T'he Product contfirms to ND/

[Tpumeyanue: IlpoaykT coorBeTcTBYeT TpebopanusaM HJJ

Conclusion: APPROVED /
3axumrouenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

[MoarorosneHo: Ankit ﬁ /-l'[posepex-xo: Santosh Kumar | Omo6pero: Menemkep / PykoBoaurels ('

Maurya

Manoj Kumar

Reprint Date /
Hata: 29.12.2023

Reprint Date /
Hata: 29.12.2023

Reprint Date /
Jata: 29.12.2023
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