Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
85166 56001-02

Tel: 191

CEPTHP®PUKAT AHAJIU3A www.drreddys.com

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

IIpoaykr: Keropon® (keToponak) pacTBop A/ist BHYTPUBEHHOIO ¥ BHYTPMMbILLEUHOTO BBeACHHUS, 30 Mr/mn
Batch No/ : V250170 Batch Quantity / : 454545 ampules /
Cepns Ne O0neM cepun 454545 amnyn
Analytical Report No / : 890001799786 Date of Analysis/ : 25.03.2025
AnanHTHYeCKHH oTyer No Jlara aHann3a

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
Jlara npousBoacTea I'open no

Analysis performed according ND / Ananus nposeaen o HJI: JII1-001365-230124

Pagel of 5/Crp. 1m35

Complies as prescribed/

CoOTBETCTBYET

i.oo Test / [lokasaTenab Results / PesyabTaThl Specification / Hopma
1 Description / OnucaHue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tpo3paunblii 6ecBeTHBINH pacTBop. color solution. / IIpo3pauHslii
pacTBOp OT OECLIBETHOTO 10 CBETIO-

XKENTOro LBeTa.

2 Identification / The retention times of the main
oaanuHOCTL peaks in the chromatogram of test
HPLC / BXKX solution should correspond to those

in the chromatogram of standard
solution (Assay section) / BpemcHa
yIEpKUBaHHs OCHOBHBIX IMHKOB Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBopa JOJDKHbl COOTBETCTBOBATD
BpeMeHaM YIEePXKHBAaHHA OCHOBHBIX
MTMKOB Ha XpomarorpamMmme
CTaHZAPTHOrO pactBopa (paszeln
«KonmmuecTBeHHOE OnpeeeHUe»)

T UV- spectrophotometry /
Y®-cnexrpodoToMeTpus

Complies as prescribed/

CooTBETCTBYET

UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / YO-
CTEKTPBI HOTJIOILEHHUS
HCIBITYEMOr0 pacTBopa U pacTBopa
CTaHapTHOro obpasla KeToposaka
TpoMeTamuHa B obnactu ot 200 mo
400 HM ODOJDKHBEI UMETh MaKCHMYMBI
MOTJIOUIEHUs Y 322+2 HM.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: [TpoxykT cooTBeTcTBYeT TpeboBaHuaM HJI

3axmouenue: OJJOGPEHO

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

IToarotoBneno:Ramakant [TposepeHo: Pardeep Kumar | Onobpeno: Mel—:eﬂ,‘#ﬁp/ RykoBoaurenn
A 1. I\ N Amit Kumar § N

Reprint Date / ‘LM,W/’ Reprint Date / Reprint Date / J

Hara: 25.03.2025 ' Jata: 25.03.2025 = Hara: 25.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.diteddys.com
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Formulation Unit-6

vVill. Kho!, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 7ol +51 35166 56001-02
CEPTUDOUKAT AHAJIN3A www.drreddys.com

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

IIpoaykr: Ketopon® (keToposak) pactBop Uil BHyTPUBEHHOIO ¥ BHYTPHMBIILEUHOTO BBeACHHs, 30 Mr/mM
Batch No / : V250170 Batch Quantity / :+ 454545 ampules /
Cepusi Ne Oobem cepuu 454545 amnyn
Analytical Report No / : 890001799786 Date of Analysis/ : 25.03.2025
AHaauTHYECKHH oTueT Ne JlaTa anaausza

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
Jara npoH3BOICTBa Togen go

Analysis performed according ND / Anasiu3 nposenen no HJI: JI[1-001365-230124

Page2 of 5/Ctp. 235

No

Test / Iloxa3zaTennb
Ne

Results / Pe3yabTaTsl

Specification / Hopma

3 Clarity / Ilpo3payHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecuieHUHs npernapara He
JOJIKHA NPEBbIIATH ONAJIECLIEHLHIO
3TaOHa cpaBHEHMA I.

Bunnmbie yacTHIIbI

4 Color / IIeTHOCTD 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
ITornouieHyre JOMKHO OBITh He
6onee 0,20 mpu ITUHE ROMTHBI
430 um.

5 pH 7.1 From 6.9t07.9./016,9 1o 7,9.

6 Particulate matter / MexanuyeckHe BKJAKWYEHHA

6A Visible particles / Complies / CooTBeTCTRYET Should correspond to requirements.

/
B COOTBETCTBHHU C TPEOOBAHUAMU.

6B Invisible particles /
HeBuanMBI€ YacTHLbL:
i. Particles> 10 pm/ 27 not more than 6000 per ampoule /
YacTui pasMepom > He 6onee 6000 na ammyny;
10 MM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /

YacTHULI pa3MepOM > He 6onee 600 Ha ammyny.

25 MKM
7 Related substances / PoncTBeHHbIE TpUMecH

Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He Gonee

0,20 %;

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoxykt cooTBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

JlaTa: 25.03.2025 Jara: 25.03.2025

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

[Moarotoenero:Ramakant IMpoeepeHo: Pardeep Kumar | Onobpeno: Menemiep / Pykosoaurens
X el Amit Kumar A

Reprint Date / L \"/ Reprint Date / Reprint Date / |

Jara: 25.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddli,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 83166 56001-02
CEPTUPUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp [/ BHYTPHEECHHOTO W BHYTPHUMBIILEYHOTO BBeAeH s, 30 Mr/mn
Batch No / : V250170 Batch Quantity / : 454545 ampules /
Cepus Ne O6beM cepHH 454545 amnyn
Analytical Report No / : 890001799786 Date of Analysis/ : 25.03.2025
Ananarrdeckuit oryet No JlaTa aHanH3a

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JaTa npon3BoACTBA I'ogen po

Analysis performed according ND / Anayns nposeaen no HJL: JIIT1-001365-230124

Page3 of 5/Crp.3m3 5

|
i.:) Test / [lokazaTeJib Results / Pe3yabTaThl Specification / Hopma
Impurity B / [Ipumecs B not more than 0.50 % / He Gonee
Below LOD (LOD = 0.014 %) / 0,50 %;
Hipke npenena obnapy:xenns (IO =
0.014%)
Impurity C / ITpumecs C not more than 0.50 % / He Gonee
Below LOQ (LOQ = 0.033%) / 0,50 %;
Huxe npezena KOJIWYECTBEHHOTO
onpenenenus (IIKO = 0.033%)
Tmpurity D / TTpumecs D Below LOD (LOD = 0.014 %)/ not more than 0.20 % / He Gonee
Huxe npeaena obuapyxenus (I10 = 0,20 %.
0.014%)
Individual unidentified BelomLOQ (LOQH0.0506),/ Not more than 0.20 % / He Gonee
impurity / Enusuusas Hinke mpefena KOJIMUECTBEHHOTO 0,20 %.
HeHIeHTHOULMPOBAHHAS onpenenenus (ITKO = 0.05%)
NpUMECH
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.

8 Extractable volume / 10.3 ml/ 10.3 mn Not less than 10.0 ml (collectively
H3Biekaemblii 00bem measured volume of 10 ampoules) /

He menee 10,0 ma (00bemM,
H3MEpPEHHbI Ha OCHOBAaHUH
00beIUHEHHOTO cosiepxumMoro 10
amILyn)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepnanbHble /<=0.725 E3/mr Ketorolac Trometamol. / He 6onee
3HIOTOKCHHbDI 5,8 EQ/Mr KeTopoJaka

TpOMeTaMHHa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
IMpumeuanue: [IponykT cooTBeTcTBYeT Tpebopanuam HJI 3aknrouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosneno:Ramakant ITpoeepeno: Pardeep Kumar | Opo6peno: MeHem%}f Pykosonutens

ﬁl‘j\;{t P Amit Kumar e
Reprint Date / ¥ L~ | Reprint Date/ Reprint Date / I
Jara: 25.03.2025 Hara: 25.03.2025 Jara: 25.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTHOUKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +51 53166 56001-02
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBop AJisi BHyTPHBEHHOIO W BHYTPHMBILIEYHOTO BBEAEHHUS, 30 Mr/mn
Batch No / : V250170 Batch Quantity / : 454545 ampules /
Cepns Ne O6bem cepuy 454545 amnyn
Analytical Report No / : 890001799786 Date of Analysis/ : 25.03.2025
AHaJuTHYCCKHH oTYeT No JlaTa ananuza

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

JlaTa npon3BoacTBA I'omen go

Analysis performed according ND / Ananus nposenen nmo HJI: JI1-001365-230124

Page 4 of 5/Crp. 4m3 5

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 /

Ilo 1 wmMx B aMoynsl U3
CBETO3ALIMTHOTO CTEKNa TEMHO-

kopuuHeBoro knacca I (USP). B
BEPXHEW YacTH amIlyJibl HaHECEHBI
KOJIBIIO U To4ka IS pasnoma. Ha
amITyJly HaKJIEHBalOT 3THKETKY.

[To 10 amMmyn ¢ HMHCTpyKUHMEH MO
NPHUMEHEHHIO TOMENAI0T
B I[IBX/amoMiHUeBBIH OTUCTED.

1}? Test / IlokazaTeJib Results / PesynbTaTsl Specification / Hopma
10 Sterility (every 15th batch) / Sterile / Crepunex Must be sterile. / Jlomked ObITh
CTepuJabLHOCTD (A1 KaXI0H CTEPUJIbHBIM.
15-o0ii cepun)
11 Assay / KonnuecTBeHHO® 30.35mg /3035 mr From 27.0 mg to 33.0 mg of
omnpeaeaeHue C19H24N2Og (Ketorolac
Trometamol) per 1 mL / Or 27,0 mr
10 33,0 mr C1oH24N20¢ (keTOpONaka
TpoMeTamon) B 1 M.
12 Alcohol content / ITanoa 11.75% From 10.60 % (v/v) to 13,10 %
(viv)./
Ot 10,60 % (06/06) o 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding

dark amber glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

carton pack /
ITo 1 wMn B aMIynsl u3
CBETO3AIIUTHOTO CTEKJla TEMHO-

kopuuHeBoro 1BeTa knacca I (USP).
B BepxHeH 4acTH aMIIyJIbl HAHECEHBI
KOJIbLI0O M TOYKa I pasnoma. Ha
amMIyJly HaKJIE€UBaOT 3THKETKY.

Ilo 10 aMIyn ¢ UHCTpYKUMeEH o
MIPHMEHEHHIO B

Remarks : The Product confirms to ND/

[Tpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmnouyenne: OJIOBPEHO

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

INonrorosneno:Ramakant [Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / PyikooauTens
ﬁﬂ(}/ﬂ\ _{ Amit Kumar N

Reprint Date / s Reprint Date/  « Reprint Date / \

Hara: 25.03.2025 Hara: 25.03.2025 Jata: 25.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

Tel : +51 55166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Mpoaykr: KeTopon™ (KeToposiak) pacTBOp JUl BHYTPHEEHHOIO W BHYTPHMbILIEYHOrO BBeACHN, 30 Mr/mu
Batch No / : V250170 Batch Quantity / : 454545 ampules /
Cepus Ne Oo0bem cepuu 454545 amnyh
Analytical Report No / : 890001799786 Date of Analysis/ : 25.03.2025
AnajuTHYecKHil oTueT Ne Jara anann3za

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

Jara npon3sojicTaa Togen no

Analysis performed according ND / Anaan3 nposeaen no HJI: JI[1-001365-230124

Page 5of 5/Crp. S5u3 5

1;.00 Test / ITokazaTenb Results / Pe3y/bTaThl Specification / Hopma
Io 1 6nucTepy B nauky kapronnyto. | IBX/amomuuueswit 6nucrep. Ilo
1 6auctepy B TMauKy KapTOHHYIO;
ona  cmayuowapog: mno 2, 3, 5
OJUCTEPOB B NAUKY KaPTOHHYIO.
14 Labelling / Mapxuposka According to ND / B cootsetctBun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiuuiuedHom
Xpauenune OT CBETA MECTe NpH Temnepartype He Bbiile 25 °C. He 3amopaxunsars.
16 Shelf-life / Cpok rognocTts 2 years. / 2 rona.

API name / Haumenosauue AD®C:

Ketorolac Trometamol / KeToponaka TpoMeTaMol

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npousoautens APC:

2KTMO0430724, 2KTM0601024

FP Manufacturer API Batch number /
Homep cepun cyoctanuuu npouspoauress IJID:

FERA00631, FERA00632

API Manufactured by & country /
IMpouseoaurtens A®C, cTpana:

Symed Labs Ltd., India /
Capimen Jla6e JIta., Uunus

Remarks : The Product confirms to ND/
[Mpumeuanue: [Tpoaykt coorBeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
Zakmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotosneHo:Ramakant IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoanrens
syl N
ﬁ.u}@-& 7 Amit Kumar N—">
Reprint Date / 7T 1~ | Reprint Date / =T Reprint Date/  {
Jata: 25.03.2025 Jara: 25.03.2025 Jara: 25.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +81 40 4200 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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