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

Viil. Khol, Nalagarn Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|a
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS wyiw.drreddys.coin
CEPTUDUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Kertopon™ (keToponak) pacTBOp /i BHYTPHBEHHOIO M BHYTPHMbILIEYHOTO BBeAeHHs, 30 mr/mn
Batch No / : V240598 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuH 272727 amnyn
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024
AHanuTHYeCKHi 0TUeT Ne JlaTa anajm3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npon3BoACTBA I'onen no
Analysis performed according ND / Auanus nposenen mo HJI: JII1-001365-170222

Page10f6/Crp. 1136

[Tpo3pauHslit 6ecuBETHBIH PacTBOP.

"JI:? Test / Iloka3aTeab Results / Pe3yabTaTbl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3padHplii OECLUBETHBIN MU
CBETJIO-XENThIH PacTBOpP.

2 Identification /
HoanauHHOCTH

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
yIEp>KMBaHUA OCHOBHBIX IHKOB Ha
XpoMaTorpaMmme HCITBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIOep>XKUBaHHS OCHOBHBIX MMKOB Ha
XpoMartorpamme CTAHAAPTHOTO
pacTBOpa KeTopoJiaka TPOMETaMHHa
" HanpoKceHa (pa3pen
«KOoJM4ecTBEHHOE ONpe/ieNICHUE)

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
yAEPKHBaHUS OCHOBHBIX HHKOB Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBopa HOJKHBI COOTBETCTBOBATh
BpeMeHaM YIEPXKUBAHHS OCHOBHBIX
NHKOB Ha XpoMaTorpamme
CTAaHIAPTHOTO PacTBOpa KeToponaka
TPOMETaMHHA ¥ HalpokceHa (paszen
«KonuecTBEHHOE OnpeeneHue»)

3 Clarity / Ilpo3paunocTs

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecLeHUUs
npernapara He AOJDKHA NPEeBbIIIaTh
OnaJeCUEHLIMIO dTaloHa cpaBHeHu [,

ITpumeuanue: [Ipoaykr cootseTcTBYET TpeboBaHusM HJL

4 Color / IlBeTHOCTDb 0.043 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu AiuHe BOJHEI
430 uMm.
5 pH 7.30 From 6.9 t0 7.9./ 01 6,9 10 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3axmoyenne: OJOGREHO

Prepared by /
IToaroroerneno: Rama Kant

Checked by /
[Mporepeno: Pardeep Kumar

s

~

Abhishek Chauhan

Approved by: ManagerfExecutive /
Onobpeno: Menemxep|/ PyKOBo,L?TenL

Reprint Date /
JlaTa: 26.08.2024

Reprint Date /
Jlata: 26.08.2024

Reprint Date /
Jara: 26.08.2024

Registered Cince:

8-

faf: #0140 4

):J'/ Ro
14900 2960, Fax:
CIN: LR51854P19E8IPLI0C4507

v drredays.com
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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTU®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Kertopon" (keToponak) pacTBop AJisi BHYTPHBEHHOIO W BHYTPHMBIILIEYHOTO BBEAEHUS, 30 mMr/mn
Batch No / : V240598 Batch Quantity / + 272727 ampules /
Cepns Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024
AHaJIHTHYeCKHH oTueT Ne JlaTa ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npousBoacTBa T'ogen g0
Analysis performed according ND / Anasus nposeaen no HJI: JI[1-001365-170222

Page2of 6/ Crp. 2 u3 6

JJI;I.‘? Test / [TokaszaTeanb Results / PesyabTaThl Specification / Hopma
6 Particulate matter / MexaHnueckue BKJIIOYEHHS

6A Visible particles /
Buaumeie 4acTubl

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTcTBHM C TpeGOBAHUSIMHL.

6B Invisible particles /
HeBuaumeble 4aCTHLbI:

Huxe npezienia KOJMUECTBEHHOTO
onpenenenus (ITKO = 0.033 %)

i. Particles> 10 pm/ 14 not more than 6000 per ampoule /
YacTuu pa3mMepoM > He 6onee 6000 Ha ammyy;
10 Mxm
ii. particles>25 pm/ 00 not more than 600 per ampoule /
4acTUL pa3mMepoM > He bonee 600 Ha ammyJy.
25 MKM
7 Related substances / PoncTeennnie npumecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Hiwxe npenena ooHapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50 % / He O6oxee

0,50 %;

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTseTcTBYET Tpebopanmsm HJJ

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Hata: 26.08.2024

Jata: 26.08.2024

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

[NoaroTorneno: Rama Kant [Mposepeno: Pardeep Kumar | Opobpeno: Menemxkep § Pykosoaurenb
/}* / Abhishek Chauhan y

Reprint Date / ' Reprint Date / Reprint Date / |

Jara: 26.08.2024

Registered Cftice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangang, India

CiN: L35195AP1984PLC004507
wwvrdrreddys.com

fel: 491 40 41560 2900, Fax: +91 40 4900 2998, Ernail: meii@drreddys.com




Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badidi,
Distt. Solan, H.P.,, 173 205, IND|a
Tal 1 491 98166 56001-02

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS wwiw.direddys.com
CEPTUHOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoAykT: Kertopon® (keroponak) pacTBOp /il BHYTPHBEHHOrO U BHYTPUMBIILIEUHOTO BBe/IeHHs, 30 Mr/mu
Batch No / 1 V240598 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024
Anajguruyeckuii oTder Ne JlaTa apajan3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa Npou3BOACTBA I'oaen 1o
Analysis performed according ND / Anasms nposesen no HJI: JII1-001365-170222

Page3 of 6 /C1p. 3 m3 6

J;? Test / Iloka3zarennb Results / Pe3yabTaThl Specification / Hopma
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee
Humxe npenena o6Hapyxenus (11O 0,20 %.
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 0Oonee
EnuHuyHas HeuaeHTUGULM- 0,20 %.
poOBaHHas MpUMeCh
Total impurities / Cymma 0.15 % Not more than 1.50 % / He Gomnee
npumMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Bnexaemblii 00bem He menee HomunanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajibHble <=0.725 E3/Mr tromethamine. / He 6onee 5,8 EQ/Mr
IHAOTOKCHHDI KETOpoJlaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH ObITh
CTepuIbHOCTB (AN KaXAoH CTEPWIBHBIM.
15-0ii cepnu)

Remarks : The Product confirms to ND/

[Mpumeuanue: [Ipoxykr cootBeTcTBYET TpeboBanusim HJL

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: Rama Kant [Tposepeno: Pardeep Kumar | Onobpeno: Menemkep [(PykoBgaurens
\ud” Abhishek Chauhan ~ / 7ﬂ
AW / = L\
Reprint Date / ‘ Reprint Date / Reprint Date /
Jlara: 26.08.2024 Jara: 26.08.2024 Jara: 26.08.2024

Begicternd Office 27337, Raad NMa 3, Ranjara Hills, Rydarabad - 500034, Talangana, india
fei: +81 40 4500 29006, Fax: +91 10 4900 2998, Erail: maii@drreddvs.com

CIN: £351954P198APLCOD
wenrarcedadys.com
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Dr. Reddy's Laboratories |td.
Formulation Unit-6

[
Dr. Reddy’s ‘..... Viil. Khol, Nalagarh Road, Baddi,

Distt, Solan, F.P., 173 205, iND|a
Tol : +91 98166 56001-02

CERTIFICATE OF ANALYSIS v drieddys.com
CEPTUPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IpoAykT: Kertopon® (keToponak) pacTBOp /1 BHYTPUBEHHOTO H BHYTPHMBbILIEYHOrO BBEAeHUS, 30 Mr/mn
Batch No/ 1 V240598 Batch Quantity / : 272727 ampules /
Cepna Ne O06bem cepHH 272727 amnyn
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024
AHaJuTHYeCKHil oTyer Ne Jara anajaH3a
Date of Manufacture / : 07/2024 Date of Expiry/ : 06/2027
JlaTa npousBoacTBa T'ogen no
Analysis performed according ND / Ananu3 nposegen mo HJI: JI[1-001365-170222

Page40of 6/ Crp.4u3 6

iﬂo Test / [TokasaTennb Results / PesyabTaThl Specification / Hopma
11 Assay / KoinuecrBeHHoe 29.76 mg / 29.76 mr From 27.0mg to 33.0mg of
onpeaeneHue Ci5sH13NO;- C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0mMr  CsHisNOjy C4H (NOs
(keToponiaka TPOMETaMHH) B 1 ML
12 Alcohol content / Tanon 12.13 % From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: IIponykt coorsercTByeT TpeboBannam HJI 3axmwodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Ejecutive /

[Moxaroroeneno: Rama Kant I[Tposepeno: Pardeep Kumar | Opobpeno: MeHemxep / yxosoymenb

Abhishek Chauh
@u! ’/(Y\ Eﬁ’j ishe auhan

. 1] = B
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.08.2024 Jata: 26.08.2024 Jlara: 26.08.2024
Registerad Clilce: 8-2-237, Road No. 2, Banjara Hilis, Ryderabad - 500034, Telangana, Indis
Tel: #6140 1900 19GC, Fax: «51 40 4900 2986, Ernail: meaii@drreddys.com

&
CliN: L85 1954 PIS8ARLID04507
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Dr. Reddy's Lahoratories Ltd.
Formulztion Unit-6

Viil. Khol, Nalagarn Road, Baddi,
Distt. Solan, FLP, 173 205, IND|A
Tel: 491 98166 56001-02

CERTIFICATE OF ANALYSIS v drreddys.com
CEPTUPUKAT AHAJIA3A ‘

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Keropon™ (keToponak) pacTEOp uisi BHYTPUBEHHOTO W BHYTPHMBILIEYHOTO BBeACHHS, 30 Mr/mi1
Batch No / : V240598 Batch Quantity / : 272727 ampules /
Cepus Ne O6BeM cepHH 272727 amnyn |
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024
AHajgMTHYeCKHIi 0TYeT No JaTa aHaju3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara npon3BoacTBa I'omen oo
Analysis performed according ND / Anann3s nposegen no HJI: JI[1-001365-170222

Page5of 6/ Crp. Su3 6

No

Test / [lokazaTenn
Ne

Results / PesynbTaTtsl

Specification / Hopma

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. /

[lo 1 wMn B ammyldsl M3
CBETO3aLUMTHOIO cTexia
xopuyneBoro kiacca I (USP). B
BEpXHEH 4acTH aMILyJibl HaHECEHBI
KOJBLO W TO4Ka Ui pasnoma. Ha
amiyJly HaKJIE€HMBalOT 3TUKETKY.

[To 10 ammyn ¢ HUHCTpYKUMEH IO
NpUMEHEHUIO MIOMEILAIOT
B IIBX/anromMuHueBbIi 6aucTep.

[To 1 6nucTepy 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. /

[lo 1 wMn B aMOylsl U3
CBETO3AILUTHOTO CTEKJIa KOPHYHEBOTO
WIH  TEMHO-KOPUYHEBOIO  IBETa
kmacca I (USP). B Bepxueit wactu
amIyJibl HaHECEHbl KOJBLO M ToYKa
1u1st paznoma. Ha amnyity HakJIeuBatoT
ITHKETKY.

I[To 10 amnyn ¢ UHCTPYKLMEH I10
NPUMEHEHUIO MOMEIIAIOT
B [IBX/antoMuumeBslii 6nucTep.

[To 1 6nucTepy B MaYKy KAPTOHHYIO;
It CTaudoHapoB: mo 2, 3, 5
611CTEPOB B Na4Ky KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBun ¢ HJI.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3amHIIeHHOM
OT CBETa MecTe Mpu Temnepatype He Bblile 25 °C. He 3amopaxuBats.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
[MTonrorosneno: Rama Kant

et

Checked by /
IMpoeepeno: Pardeep Kumar

= o

Approved by: Manageyj/Executive /
Onobpeno: Menemkep / PykoBpantens
Abhishek Chauhan fj

Reprint Date / g
Hara: 26.08.2024

Reprint Date /
Jlara: 26.08.2024

Reprint Date /
Jara: 26.08.2024

CIN: L35195AP19E4PLC004507
wwwdrieddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solen, F.P., 173 205, INID|a
Tel: 491 98166 56001-02

CERTIFICATE OF ANALYSIS wwiw.drreddys.coin
CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: KeTopon® (keToposak) pacTBOp /Uil BHYTPHBEHHOTO W BHYTPUMBILIEYHOTO BBE/IeHHs, 30 mMr/mu
Batch No / : V240598 Batch Quantity / : 272727 ampules /
Cepns Ne O6nbem cepun 272727 amnyn
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024
Anagutuyeckuii oryet Ne Jlata ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlara npou3BoJcTBA TI'open no
Analysis performed according ND / Apanns nposegen mo HJI: JI[1-001365-170222

Page 6 of 6 / C1p. 6 13 6

1}? Test / Iloka3zaTe/b Results / Pe3yabTaTthl Specification / Hopma
16 Shelf-life / Cpok roanocru 3 years. / 3 roga.

API name / Haumenoanne AQC: Ketorolac tromethamine / Ketoposaka TpoMeTaMuH

INN / MHH: Ketorolac / KetopoJak

API manufacturer batch number /

Homep cepuu npouspoaurens ADC: ABQHO07113

FP Manufacturer API Batch number /

Homep cepun cyoctanuuu npouspoautens [JIdD: FERAQDOS0

Dr. Reddy's Laboratories Ltd., India /
I-p Penmu'c JlaGopatopuc Jlta., Maans

API Manufactured by & country /
IMpoussoautens APC, cTpana:

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Remarks : The Product confirms to ND/
[Tpumeuanue: ITpoaykt cootBeTcTBYeT TpeboBanusam HJJ

Prepared by / Checked by /
IToaroroeneno: Rama Kant Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep/ PykoBogurenb
Abhishek Chauhan Z

Reprint Date /
Jara: 26.08.2024

Reprint Date / ' Reprint Date /
Hata: 26.08.2024 Jarta: 26.08.2024

Regiztered Ciiice, 8-2-537, Ruad No. 2, Banjaia Hills, Hyderabad - 500034, Telangana, Indla
Tol: +81 40 4900 2900, Fa 1404800 239928, Ernaii: maii@drreddys.com
S SAPIOEAPLCO34507

e driedadys.com




