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Product : /

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

Mpoaykr: Keropon” (keToponak) pactBop /Uis BHYTPHBEHHOTO M BHYTPHMBIIICHHOrO BECACHIA, 30 mr/mn
Batch No / : V240063 Batch Quantity / + 272727 ampules /
Cepusa Ne O0beM cepiH 272727 amnyin
Analytical Report No / : 890001722140 Date of Analysis / : 07.03.2024
AHaJuTHYeCcKHii oTyer Ne Jara ananusa
Date of Manufacture / :+ 02/2024 Date of Expiry / : 01/2027

g!aTa NpoH3IBOACTBA

Tomen go

Analysis performed according ND / Anasins nposejieH no HI: JII1-001365-170222

Page1 of S/Crp.1m35

1}? Test / Iloxa3aTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.
Ipo3pauHblit 6eCLBETHBIH pacTBOP. / TlpospauHbiii GeCUBETHBIA WK
CBETJIO-KENTRI pacTBOD.

2 Identification / The retention times of the main | The retention times of the main peaks
IoanuHHOCTDL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
yIEpXKHMBaHAsA OCHOBHBIX NHKOB Ha | YHEPKMBAHUA OCHOBHbIX MHKOE Ha
XpOMaTOrpaMme HCTBITYEMOrO | XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | PacTBOpa JOJDKHBI COOTBETCTBOBATH
yIepKHBaHHA OCHOBHBIX NMHKOB Ha | BPEMEHAM YICPXKHMBaHMSI OCHOBHBEIX
XpomMaTorpamMmme CTAHAApPTHOTO | TIHKOB Ha XpoMaTorpaMme
pacTBOpa KETOpOJaka TPOMETaMHHa | CTaHAApTHOTO pacTBOpa KEeTOpolaka
%} HarpoKceHa (pasnen | TpoMeTamyHa M HampokceHa (pasien

«KONM4eCTREHHOE OMpeAeNICHHE) «KoNMueCTBEHHOE OIPENeTCHUER)

3 Clarity / Ilpo3pa4HocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuys
npenapara He J0JDKHA MPEBbILLIATh
OnaNecleHIMI0 STaOHa cpaBHeHus L.

4 Color / IIBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npH JUTHHE BOITHBI
430 HM.
5 pH 7.36 From 6.9t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/

ITpumeuanue: TIpOyKT COOTBETCTBYET TPEOOBAHMAM H]I

Conclusion: APPROVED /
Baxmouenue: OJJOBPEHO

Prepared by /
IToarororneHo: Raﬁa

|

Checked by /
[Mpoeepeno: Pardeep Kumar

Opobpeno:

=

Approved by: Manager/Executive /

Menemxep / PykoBojiuTe)ib
Manoj Kumar 3@#0‘

k¥
e g

Reprint Date /
Iara: 07.03.2024

Reprint Date /
Hara: 07.03.2024

Reprint Date /
Hara: 07.03.2024

Rogistered Office: 2-2-237, Road No. 3, Banjara Hills, Hyderabad - 500024, Telanzang, India
Tol: 491 40 4900 2800, Faw: 491 40 4900 2999, Email: mall@drreddyz.com

CIN: L85195AP1984PLCONAE0Y
www.drreddys.com
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Product : /

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

IIpoaykr: KeTopon" (keToponak) pacTsop /iis BHYTPHBEHHOIO 1 B!pruMHmequro BBeaeHust, 30 mr/mn
Batch No / : V240063 Batch Quantity / : 272727 ampules /
Cepun Ne O0beM cepuH 272727 amnyn
Analytical Report No / : 890001722140 Date of Analysis / : 07.03.2024
AnaJuTHYeCKHH oTdeT Ne Jara anajn3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTa npoH3BoACTBA Tonen go

Analysis performed according ND /

Ananns nposegen mo HIL: JIT1-001365-170222

Page 2 of 5/Crp.2 35

6 Particulate matter / MexaHu4ecKHe BK/IIOUYEHHS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuauMBble 4acTHLBI B cooTBeTcTBHM C TPeOOBAHUSAMU.
6B Invisible particles /
Hepuamele yacTyIbl:
i. Particles> 10 um/ 08 not more than 6000 per ampoule /
YacTun pa3MepoM > He 6onee 6000 Ha amny.ty,
10 Mxm
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YaCTUL Pa3MEPOM > He 6ojiee 600 Ha ammyiTy.
25 MKM
7 Related substances / PoacTBeHHble IPUMeCH
Impurity A / Ilpumece A 0.16% not more than 0.20 % / He Oomee
0,20 %;
Impurity B / [Tpumecs B Not detected / He oGHapyxeHa not more than 0.50% / He Gomnee
0,50 %;
Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033%) / 805t0 1(;(‘)re than 0.50 % / He Ooinee
Hubke npexnena KOTHUECTBEHHOTO Y0
nst (TTIKO = 0.033 %
Impurity D / IIpumMecs D onpeneneris ( ) not more than 0.20% / He OGoee
Below LOD (LOD =0.014 %) / 0,20 %.
Huxe npenena obHapyxenus ([10
=0.014 %)
Any unspecified impurity / o Not more than 0.20 % / He 6onee
0.07%
EnvHuyHas HeuaeHTUGHUIU- 0,20 %.
poOBaHHas IPUMECh

Remarks: The Product confirms to ND/
ITpumeuanue: IpoaykT coorsercTBYeT Tpebosaniam HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoxarorosieno: Rama Kant

.t—

Checked by /
[Mpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peHo: MeHemxep / Pykosoaurei
Manoj Kumar i1 &g ﬂ

= e g . .
Reprint Date / s Reprint Date / Reprint Date /
Hara: 07.03.2024 Hara: 07.03.2024 Jara: 07.03.2024
Reristered Office: 8-2-337, Pond No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, Indlia
Tol: +01 40 5960 2800, Fax: +91 40 4900 2909, Email: mail@drreddys.com

CIN: L5 19SAF1284PLCO0-1507
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[IpoaykT: Keropon” (ketoponak) pacTBop Ajis BHYTPHBEHHOIO W BHYTPUMBILUIEYHOTO BECACHIIA, 30 mr/mn
Batch No / 1 V240063 Batch Quantity / : 272727 ampules /
Cepsist Ne O6beM cepHi 272727 aMmyn
Analytical Report No / : 890001722140 Date of Analysis / : 07.03.2024
AHAJIHITHYCCKHIT 0TueT Ne JlaTa anaansza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

LA

Jlata npoH3BOACTBA

T'omen go

Analysis performed according ND / Ananu3 nposejen no HJI: JITI-001365-170222
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Total impurities / Cymma 0.22% 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})/

UzBnexkaeMblii 00beM

He meHee HomunuansHoro (1,0 Mir)

9 Bacterial endotoxins /
Bakrepua/jibHblie
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/Mr
KeTopoJaka TPOMETaMHHA.

10 Sterility (every 15th batch) /
CTepuiIbHOCTD (AN KaXKA0M
15-0ii cepum)

NA

Must be sterile. / JlomxeH ObITb
CTEPHILHBIM.

11 Assay / KonudecTBeHHoe 2991 mg/ 29.91 mr From 270mg to 33.0mg of
ompenaeseHNe Ci1sH13NO3 CsHi1iNO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pite; 33,0 MI C15H13N03'C4H11NO3
(xeToposiaka TpoMeTaMHH) B 1 ML
12 Alcohol content / 3Tanon 11.81 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT COOTBETCTBYET tpeGoBanusam HJI

Conclusion: APPROVED /
Zaxmouenune: OJOBPEHO

Hara: 07.03.2024

Jara: 07.03.2024

Jlata: 07.03.2024

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

[ToarorosneHo: Rama Kant [IpoBepeHo: Eardeep Kumar | Ono6peno: Menemxkep / PykoBojutesb
@LL“\*- s = Manoj Kumar ,'L,,‘Z;,uf

Reprint Date/ > \~ Reprint Date / Reprint Date / B
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon” (keToponak) pacTBOp [/ BHYTPHBEHHOTO ¥ BHYTPHMBILICHHOTO geenerns, 30 mr/mn
Batch No / 1 V240063 Batch Quantity / : 272727 ampules /
Cepuin Ne O0beM cepny 272727 amnyn
Analytical Report No / : 890001722140 Date of Analysis / : 07.03.2024
AHauTHYecKdil oTyeT Ne JaTta ananu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlara npou3BoACTBA T'ogen go
Analysis performed according ND / Anaiu3s npoBejes 1no HI: JI1-001365-170222

Page 4 of 5/ Crp. 4 u3 S

13 Packaging / YnaxkoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet n 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
lo 1 wmn B ammymsl w3 | inacarton pack./
CBETO3aILUTHOIO creiia | ITo 1 ™M1 B aMOoyinsl U3
xopuuneBoro knacca I (USP). B | CBETO3ALIMTHOTO CTEKIIA KOPHHHEBOTO
BepXHell YacTH aMily/bl HAaHECEHbI | WIM  TCMHO-KODHHMHEBOIG  lBeT2
KONMBIO ¥ Touka i pasnoma. Ha | kmacca I (USP). B Bepxmeii uactu
aMITyJly HAKIIEHBalOT STUKETKY. aMITyJibl HAaHECEHBI KONBLO W TOYKa
Mo 10 ammyn ¢ HHCTpykuueil mo | s pasnoma. Ha ammyiy HakjIeHBAIOT
MPUMEHEHHIO HNOMEMIAIOT | 3THKETKY.
B [IBX/aoMHUHUEBBIH OUCTED. [To 10 ammyn ¢ MHCTpyKLMe# 1o
ITo 1 67McTepy B MayKy KapTOHHYIO. | MPHUMEHEHHUIO [IOMEIIA0T
B [IBX/amoMuiHUEBbIH OnHCTED.
ITo 1 6nxcTepy B Na4YKy KapTOHHYO,
ois  cTanpoHapos: mo 2, 3, 5
6aKCTEpPOB B MAYKY KapTOHHYIO.
o 1 6nucTepy B Ha4Ky KapTOHHYIO.
14 Labelling / MapxkupoBka According to ND / B cootBercTBud ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3alUuILieHHOM
Xpanenue OT CBETa MecTe TpH TeMreparype He Boiie 25 °C. He 3aMOpaXXH1BaTh.
16 Shelf-life / Cpox roasoctn 3 years. / 3 ropa.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[pinmeuatne: IIpoayKT COOTBETCTBYET TPeOOBAHUAM HJ 3akmouenune: OJTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Rama Kant llposepeno: Pardeep Kumar [ Ono6pexo: Menepkep / PyKOBOAHTCIb
_ Manoj Kumar % ": l!! u p

Reprint Date / ' V7 Reprint Date / Reprint Date /
Hara: 07.03.2024 Jara: 07.03.2024 Hara; 07.03.2024

Registered Office: 3-2-337, Road No. 3, Banjara Hilts, Hyderabad - 500034, Telangana, india

Tol, +971 40 4300 2900, Fax: #¢
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CERTIFICATE OF ANALYSIS .
CEPTHOHKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilponykr: Keropon” (xeToposiak) pacTop [jid BHYTPUBEHHOIO H BHYTpHMbILIEYHOTO BBE/CHNA, 30 Mr/MJT
Batch No / : V240063 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001722140 Date of Analysis / : 07.03.2024
AHaJnTHYECKHH oTyeT Ne JlaTa anaau3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jlara npon3BOACTBA Tomen 10

Analysis performed according ND / Auanu3 nposenen no HJL: JII1-001365-170222

Page Sof 5/Crp.Su3 S

API name / Haumenosanue AQC: Ketorolac tromethamine / Keroposaka TpOMETaMUH
INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number /
Homep cepuy NpoN3BOAITES ADC: ABQH005022
FP Manufacturer API Batch number /
Homep cepun cyberanuni NpoH3IBOAHTEJIS LJId: FEQA00497
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

| Mpoussoanrens ADC, crpana: Jl-p Penunu'c JlaGopatopuc JiTa.. Mumns
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Hpumeuanue: TIpONYKT COOTBETCTBYET TPEOOBAHHAM HIT Bursnwuenne. OJOLIEIIO
Prepared by / Checked by / Approved by: Manager/Executive /
oaroropneHo: Rama Kant Tposepeno: Pardeep Kumar | OnobpeHo: Menemkep / Pyxosoaure ﬂ

LUAQOOUA |._—_>£-'" Manoj Kumar 4@1«‘"&

Reprint Date/ < \ 7 Reprint Date / Reprint Date /
Jara: 07.03.2024 Jara: 07.03.2024 Jara: 07.03.2024

Registerod Office: 8-2-327, Road No. 5, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLCODAS07
www.drreddys.com



