Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

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

Vili. Khol, Nalagarh Read, Baddi,
Cistt. Solan, H.P., 173 205, INDIA
Tel - +91 98166 56001-02
www.drreddys.com

Product : /

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

Hpoayr:: Keropon™ (keToposak) pacrsop s BHYTPHBEHHOIO M BHYTPHMBILIEIHOTO BBeeHHR, 30 Mr/my
Batch No / : V240519 Batch Quantity / : 272727 ampules/ |
Cepna Ne O6Bem cepunt 272727 amnyn
Analytical Report No / : 890001752191 Date of Analysis / : 31.07.2024
AHASTHTHYECKHHA oTYeT Ne JlaTa anaJsinia
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Hara npou3soacrsa I'open go

Analysis performed according ND / Ananns nporegen wo HJL: JITT-001365-170222

Pagelof 6/Cip. 1 u3 6

];,o Test / IlokazaTtens Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution,
IMpozpauntlit Geci(BeTHLI} pacTBop. / Ilpo3pauHblii OBecUBEeTHBIH  wmu
CBETJIO-KENThIN PacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks
TlopnuntocTs 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
YIOEP’KUBAHHS OCHOBHBIX MHKOB Ha | YAEPXXUBAHHA OCHOBHLIX MMHKOB Ha
XpoMarorpaMme ACTBITYEMOTO | XpOMaTorpamme HCNBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBOpa MOIKHHI COOTBETCTBOBATEH
YOepKHUBAHHA OCHOBHBIX ITHKOB HA | BpEMEHaM YHAEPKHBAaHHS OCHOBHLIX
XpoMaTorpamMme CTaRZAPTHOTO | MIKOB Ha XpOMaTorpamme
pacTBOpa KETopoJlaka TPOMETaMHHa | CTAHOAPTHOTO PacTBOpa KeTOpoJiaka
H HanpoKceHa (pa3men | TpoMeTamMuHa W HanpokceHa (pasmen

«KomiuecteeHHOE onpeneIeHUe) «KonuyecTBeHHOE ONPENENCHHE)

3 Clarity / IIpo3paunocTs Complies / CooTBeTCTRYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
Tipenapara He JOJKHA [PEBRILIATE
ONATECUEHIIHIO 3TalloHa CpaBHeHus 1.

4 Color / I{BeTHOCTH 0.04 Not more than 0.20 at 430 um. /

He 6onee 0,20 npu A1HEHE BOJIRLL
430 HuM.

5 pH 7.34 From6.9t07.9./016,9 no 7,9.
Remarks ; The Product confirms to NI/ Conclusion : APPROVED /
Ilpumeyvaunne: Ilponykt cooTBeTcTBYET Tpeboranuam HJ Jaxnrwyedue: OJJOBPEHO
Prepared by / Cliecked Ly / Appruved by: Manager/Execulive /
ToaroTosneHo: Santo‘s% T[poepeHo; Paw}i)n Kumar Onobpeno: Menemxep / Pykosoaurens
Kumar Maurya A . :T Amit Kumar !j&-"_j,‘::

Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2024 Hara: 31.07.2024 Harta: 31.07.2024

Hhilis, Fyvdarnbad - 300034, Telangana, Indis

sz drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltq.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUPUKAT AHAJIM3A

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

IIpoaykr: Keropon™” (xeroposiak) pacTBOp AT BHYTPUBEHHOTO H BHYTPHMbILIEYHOrO BBEAEHHA, 30 Mr/Ma
Batch No / 1 V240519 Batch Quantity / + 272727 ampules /
Cepuaa Ne e Ob6beM cepun 272727 ammyn
Analytical Report No / : 890001752191 Date of Apalysis / : 31.07.2024
ApasiuTHYeckHui oTuyer No JlaTa ananusa

Date of Manufacture / : 07/2024 Date of Expiry / + 06/2027
JlaTa npoH3BOACTBA T'oaen o

Analysis performed according ND / Anaans nposeunert no HJ: JI[1-001365-170222

Page2of6/Cip. 2 mu3 6

J;J‘ho W Test / TlokasaTens Results / PeaynbTaThl Specification / Hopma
6 Particulate matter / Mexann4yeckie BKTI0YeHUs!
6A | Visible particles / ' Compl_ies /mﬂaye} | Should c_o;resa)];d_tome;netw
Bunumere yactausl B cooTBeTCTBHI C TPCOOBAHHAME.,
6B Invisible particles /
HeBuaoumere yacTHUbL:
1. Particles> 10 pm/ 319 not more than 6000 per ampoule /
YacTHil pasMepoM > He Gonee 6000 Ha amnyny;
10 Mxm
ii. particles> 25 pm / 06 not more than 600 per ampoule /
YacTHLI pa3MepoM > He 6onee 600 Ha ammyTy.
25 MM
7 Related substances / PoacTBeHHbIe NpHMecH
Impurity A / IIpuMecs A 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He OoJee
Hiwie npenena o6HapyxeHus (11O 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (1.OQ = 0.033%) / not more than 0.50 % / ne 6onee
Huxe npeaena KONIHYECTBEHHOTO 0,50 %;
onpeaencuua (IIKO = 0.033%)

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykr cooTBeTcTBYeET TpeboBaHuam HII

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: S:mtos_l% Ipogepetio: Pawan Kumar Onobpeno: Menemxkep / PykoBonurens
Kumar Maurya L rf Amit Kumar /&,;/

Reprint Date / Reprint Date / ! Reprint Date /

Jara: 31.07.2024 Hara: 31.07.2024 Jara: 31.07.2024
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Dr.Reddy’s Q‘:'.

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6 .
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS wiw.drreddys.com
CEPTHOUKAT AHAJTU3A

Product:/ _ Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml '
IpouyKt: Ketopos™ (keToponak) pacTeop JUis BHYTPHBEHHOTO ¥ BHYTPUMBILICUHOTO BECACHHA, 30 mMr/mn
Batch Na / : V240519 Batch Quantity / : 272727 ampules /
Cepun Ne O61em cepun 272727 amnyn
Analytical Report No / : 890001752191 Date of Analysis / : 31.07.2024
AnaruTHyeckuil oTyer Ne Jlara ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
HMarta NPOH3BOACTBA T"open no

Analysis performed according ND / Ananns nposenen no HJL: J111-001365-170222

Page3 of 6/ Crp.3u3 6

_].I:bo Test / [TokazaTenn Resilts / Pe3ynsTaTil Specification / Hopma
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gouee
Huxe npegena o6xapyxenus (110 0,20 %.
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He Gonee
EnuHuyHas HenaeHTudmuu- 0,20 %.
poBaHHas NPUMECE
Total impurities / Cymma 0.26 % Not more than 1.50% / He 6onee
npumMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn " Not less than label claim (1.0 mL) /
H3zsaexaemslii 06beM He meuee HoMuHaIbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BaktepHanbHble <=(.725 E9Q/Mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHbI KETOpOJIaka TpOMETaMUHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH OsiTh
CTepuabHOCTD (RISl KAKAOM CTEPHIBHEIM.
15-oii cepin)

Remarks ; The Product confirms to ND/
ITpumeyanue: IIpoaykT COOTBETCTBYET TpebopanuaM HIO

Conclusion : APPROVED /
Saunoyenne: OJJOBPEHO

Prepared by / Checked by /

Toarorosneno: Santosh Iposepeno: Pawan Kumar
Kumar Maurya @,A &

Approved by: Manager!ﬁxecutive /

Onobpeno: Menemxep / Pykosoauteis

Amit Kumar S
/

Reprint Date / '

Reprint Date /
Ilata: 31.07.2024 Hara: 31.07.2024

Reprint Date /
Jara: 31.07.2024

warnbad - 5ACU34, Telangana, India
L mzii@drredidys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Disit- Solan, H.P., 173 205, INDIA
Tol : 491 98156 56001-02

www drreddys.com

AnaanraEyeckni oTyer Ne

Jara aranuza

CEPTHOVKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoelyKkT: Ileropon” (keroponar) pacTeop mis BHYTPUBEHHOTO W BHYTPHMbILIEUHOTO BEeNEHNS, 30 Mr/mp
BatchNo / : V240519 Batch Quantity / : 272727 ampules /
Cepria Ne 0O6bem cepni 272727 amnyn
Analytical Report No / : 890001752191 Date of Analysis / : 31.07.2024

Date of Manufacture /
Jdara uponzsoacrea

: 07/2024

Date.of Expiry /

: 06/2027

T'onen g0

Analysis performed according ND / Ananuz nposeses no HJE: JIT1-001365-170222

Page 4 of 6/ Crp. 4 u3 6

onpepejieHHe

i ioo Test / [lokazarens Results / Pe3ynbTathl Specification / Hopma
11 Assay / KonnuccTBeHoe 29.49 mg / 29.49 mr From 270mg to 33.0mg of
CysH13NOjy C4H1 1 NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
go  33,0mr CisHisNOs C4H INO;
(xeroponaka TpoMeTaMMH) B 1 mm.

12 Alcohol content / ITanosa

12,03 %

From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/

TTpumeuanue: Ipoaykr cootretcTayer Tpebopanmam HJT

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneso; Santosh [Tposepero: Pawan Kumar Onobpero: Menewxkep / PykopoaHTens
Kumar Maurya @, Amit Kumar _&‘ _

— |
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2024 Hara: 31.07.2024 Hara: 31.07.2024




Dr.Reddy’s Q‘!‘.

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

vill. Khol, Naiagarh Road, Baddi,
Cistt. Solan, H.P., 173 205, INDIA
Tel - +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJTH3A

[Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Kertopon™ (keToposiak) pacTeOp A/IA BHYTPHBEHHOIO M BHYTPHMbILIEYHOTO BBEACHNS, 30 Mr/ma
BatchNo/ : V240519 Batch Quantity / : 272727 ampules /
Cepsin Ne Qbnem cepHH 272727 amnyn
Analjytical Report No / : 890001752191 Date of Analysis / : 31.07.2024
AHaJiuTHYecKHH oTyeT Ne Jata anaausa
Date of Manufacture / + 07/2024 Date of Expiry / : 06/2027
JlaTa NIpou3BOACTBA I'ogexr oo
Analysis performed according ND / Anaaus nposeaen o HJI: JIT1-001365-170222

PageSof 6/ Crp. Suz 6

I;.:) Test / TlokasaTens Results / Pe3yasTaThl Specification / Hopma
13 Packaging / YnakoBka 1 mL in class I light-shiclding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampouies (USP).
and poinl in the upper part of | A cutring and point in the upper part
ampoule. A label is atlached to | of ampoule. A label is altached to
ampoule. ampoule.
10 ampoules and a patient | 10 ampoules and a patient information
information  leaflet in 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
Mo ! wmn B amoynsl M3 | inacarton pack. /
CBETO3aLIUTHOTO crteia | [To 1 ™M@ B aMnysnl H3
kopuunesoro knacca I (USP). B | cBeTO3aUTHOrO CTEK/Ia KOPUHHEBOIO
BEpPXHEH YaCTH aMmmnyisl HaHeCEHb! | WIM  TEMHO-KODHYHEBOTO  LBeTa
KONBIIO M TOYKa Ans paznioMa. Ha | wiacca I (USP). B BepxHedd 4actu
aMmyJly HaKICHBAIOT STHKETKY. aMOynbl HaHECeHBl KONBLO Y TOYKA
Ilo 10 ammyn ¢ HMHCTPYKUMC# no | mia pasnoMa. Ha aMmyny HakieuBaroT
TIPHMCHEHHLO NOMEeLIAlOT | 3THKETKY.
B [IBX/aniomHuHeBBIH 6RHCTED. Mo 10 aMnyn c HWHCTPYKUMeH 110
ITo 1 6nmcTepy B NaYKy KAPTOHHYIO. | NPUMEHEHMIO NMOMelIaT
s [IBX/anmomuHHeBbIf GiiHCTED.
ITo 1 6nncTepy B NayKy KapTOHHYIO;
mis.  cramuoHapos: no 2, 3, 5
G.THCTEPOB B AaYKY KapTOHHYIO.
14 Labelling / Mapkiposka According to ND / B coorBercreuy ¢ H]L
15 Storage conditions / In a place protected from light below 25 °C. Do not frecze. / B 3amuniueasoMm
XpaHeHue OT CBETa MecTe MpHU Temineparype Ke Boine 25 °C. He 3aMmopaxuBarts.

Remarks : The Product confirms to ND/
ITpumeuanne: [ponykr coorsercTyet TpeboBatmsam H

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToeneno: Santos [TpoBepero: Pawan Kumar Onobpeso: MeHemwiep / Pyxosoaurernsb
Kumar Maurya Amit Kumar ,.’&r_:\ L

o r L J' =
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2024 Hara: 31.07.2024 Jara: 31.07.2024

5, myGerahad - S0CC34, Telangana, !ndia
maii@drreddys.cons
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Dr. Reddy's Laboratories Ltd,

..o Formutation Unit-6
L/ - Vill. Khol, Nalagarh Road, Baddi
Dr' Reddy S ‘.‘ Bistt. Solan, Hi 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ==
I poiyKr: Ketopon™ (keToponak) pactTBop [id BHYTPHEEHHOIO 1 BHYTPUMbIIEUHOrO BBe/ieHns, 30 Mr/mn
Batch No/ : V240519 Batch Quantity / : 272727 ampules /
Cepns Ne Obsem cepunt 272727 amuyn
Analytical Report No / : 890001752191 Date of Analysis / : 31.07.2024
ARajiHTHYCCKHI oTyer Ne Jara agannza
Date of Manufacture / : 072024 Date of Expiry / : 06/2027
Jata npos3BoACTBA T'open oo
Analysis performed according ND / Ananns nposeges mo HJL: JIT1-001365-170222

Page 6 of 6/ Crp. 603 6

z: Test / Tlokazarens Results / PeaynbTaThi Specification / Hopma
16 Sheli-life / Cpok roanocTn 3 years./ 3 roga.
API name / HanmenoBanne ADC: Ketorolac tromethamine / KeTopojtaka TPOMETAMMH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Howmep cepun npon3ponuresns APC: e
FP Manufacturer API Batch number / _ FERAQO154
Homep cepuu cybcTanuny npoussoaureas LJIP:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
TMpoussoautens A®C, cTpana: II-p Pennn'c JTabopartopuc Jita., Unpua
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIponyxr coorsercTByet TpeboBauuam HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarororneno: Santosh @ IlpoBepenio: Pawan Kumar Onobpeno: Meuemrep / Pykosoaurens
- 7 : i <
Kumar Maurya (& 1 ] Amit Kumat A~ L
= he— l -~
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2024 Jara: 31.07.2024 JHara: 31.07.2024

abad - 500034, Telangans, India
il Inzii@drreddys.com




