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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS Tel : +91 98165 56001-02
CEPTU®UKAT AHAJW3ZA www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposnak) pacTBOp AJis BHYTPUBEHHOIO ¥ BHYTPUMBILICYHOTO BBENEHUS, 30 Mr/mi
Batch No / : V250285 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001803542 Date of Analysis/ : 19.04.2025
AHajauTHYeCKHH oTyeT Ne Hara anajmsa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa mpou3BoacTBA T'ogen oo
Analysis performed according ND / Ananns nposegen mo HJI: JII1-001365-230124

Page1 of 5/Crp.1m35

i‘? Test / IlokasaTenn Results / PesyabraThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow

color solution. / IIpo3paunsiii
pacTBOp OT GECLBETHOIO [0 CBETIIO-
XKEJITOrO LBETA.

[po3paunslit GecLBETHbII PacTBOP.

2 Identification /
IlopuHHOCTH

HPLC/B3XX

Complies as prescribed/

CooTBeTCTBYET

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / Bpemena

yIepXHuBaHU OCHOBHBIX IMKOB Ha
XpomaTtorpamme HCTIBITYEMOTO
pacTBopa IOKHBI COOTBETCTBOBATh
BpeMeHaM YIEP>KUBAHUA OCHOBHBIX
TTHKOB Ha XpoMaTorpamMMe
CTaHIApTHOrO pacTBopa (paszen
«KonmuecTBeHHOE OpeNeIeHHE)

UV- spectrophotometry / 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. / VO-
CIIEKTPBI NODJIOILECHHSA
HCIILITYEMOr0 PacTBOpa M pacTBopa
CTaHOapTHOrO o0pasua KeTopojaka
TpoMmeTamuHa B obnactu ot 200 mo
400 HM IOJDKHBI UMETb MAKCUMYMBbI

nETIOLIeHus py 322+2 HM.

Complies as prescribed/

V®-cnextpodoromeTpus CooTBeTCTBYET

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykr cooTBercTByeT TpeboBanuam HJI

Prepared by / Checked by / Approved by: Manager/Ekecutive /
IToarorosneno: Ramakant [Mpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoapTens
:&ilﬁﬂli &t Abhishek Chauhan /[ ]

\e

Reprint Date / B Reprint Date / '
Jata: 19.04.2025 Jara: 19.04.2025

Reprint Date /
Jara: 19.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 43800 2999, Email: mail@drreddys.com
CiN: L85195AP1584PLCO04507
www.diTedays.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
I:+91 98165 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

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

Ipoaykr: Ketopon® (ketoponak) pactBop [/l BHYTPUBEHHOTO W BHYTPHMBILIEYHOrO BBeIeHU, 30 Mr/mn
Batch No / 1 V250285 Batch Quantity / 1 454545 ampules /
Cepus Ne O0neM cepun 454545 amnyn
Analytical Report No / : 890001803542 Date of Analysis/ : 19.04.2025
AHaJuTHYecKHH oTdeT No JaTa anaynza

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

JaTa npon3BoACTBA T'ogen o

Analysis performed according ND / Auanus nposeaen mo HJL: JII1-001365-230124

Page2 of 5/Crp.2m35

No

Test / [Toka3aTeanb
Neo

Results / PesyabTaThl

Specification / Hopma

3 Clarity / IIpospa4HocTb

Complies / CooTBeTCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecLeHIys OpenapaTa He
JOJDKHA TIPEBBIIATh OHATECLIEHUHIO
3TaloHa CpaBHEHUS 1.

4 Color / llBeTHOCTDL 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
IornomieHue JOIXKHO OBITh HE
6onee 0,20 npu IKHE BOJHBI
430 um.

5 pH 7.0 From 6.9t07.9./016,9 no 7,9.

6 Particulate matter / Mexanuueckne BKIAKYEHUS

6A Visible particles /
BuauMble 4acTULB]

Complies / CooTBETCTBYET

Should correspond to requirements.
/
B cooTBeTcTBUU C TPEOOBaHUAMM.

6B Invisible particles /
HeBupumMble yacTHLEL:

ITpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanuam H/JL

i. Particles> 10 pm/ 27 not more than 6000 per ampoule /
YacTui pasMepoM > He 6onee 6000 Ha aMmyny;
10 Mmxm

ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTUL pa3sMEPOM > He 6onee 600 ra aMmIyy.
25 MKM

7 Related substances / PoacTBeHHbIe pUMecH
Impurity A / ITpuMecs A 0.10% not more than 0.20 % / He Goinee
0,20 %;
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akmouenne: OJJOBPEHO

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

IToarorosneno: Ramakan IMpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / )’KOBU HTENb
Cil .Su[y' «:Jp/_— Abhishek Chauhan Ll -

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.04.2025 Jara: 19.04.2025 Jara: 19.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.direddys.com




Dr.Reddy’s ‘;‘

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

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

CERTIFICATE OF ANALYSIS = r,,. 91 95166 56001-02
CEPTU®UKAT AHAJTM3A www.drreddys.com

Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBOp i BHYTPUBEHHOTO M BHYTPHMBILIEUHOTO BBEAEHUs, 30 Mr/mn
Batch No / 1 V250285 Batch Quantity / : 454545 ampules /
Cepns Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001803542 Date of Analysis/ : 19.04.2025
AnaanTuueckuii oTuyer No JlaTa ananm3sa
Date of Manufacture / : 03/2025 Date of Expiry / + 02/2027
Jata npou3BoacTBA I'open 1o
Analysis performed according ND / Anasun3s nposegen mo HJI: JIT1-001365-230124

Page3 of 5/Crp.3m3 5

1}00 Test / [loka3aTenns Results / PesynabTaThl Specification / Hopma
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gosee
Hwxe npenena o6Hapyxenus (10 = 0,50 %;
0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / e Gonee
Hwxe npenena o6HapyxeHus (ITO = 0,50 %;
0.010%)
I ity D/II D t han 0.20 % / 0
mpurity preck Not detected / He oGHapykeHa 30201(1;0re fhan % (&S OQIcE
B 0.
Individual unidentified BEloNOQLOW =0.0520)1 Not more than 0.20 % / He 6oixee
impurity / Enuumasas Hwxe npepena Konmecrse:-moro 0,20 %.
T S —— onpexnenenus (ITIKO = 0.05%)
npUMech
Total impurities / Cymma 0.1 % Not more than 1.50 % / He Gosee
npumMecei 1,50 %.

8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
M3Bnexaemblii 06Lem measured volume of 10 ampoules) /

He menee 10,0 M (00BeM,
W3MEPEHHBIN Ha OCHOBAHUH
0o0beMHEHHOTO coaepxkumoro 10
ammnym)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepnanbHble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
JHAOTOKCHUHBI 5,8 ED/Mr KeTopoJsaxa

TPOMETaMUHa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusaM HJT 3axaouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ramakan IMposepeno: Pardeep Kumar | Ono6peno: Menemkep /PykoBoayTens

ukell Abhishek Chauhan |
Reprint Date / e Reprint Date / Reprint Date /
Jara: 19.04.2025 Jara: 19.04.2025 Jara: 19.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drredays.com




Dr.Reddy’s Qi‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98165 56001-02
CEPTUOUKAT AHATN3A www.drreddys.com

Product :/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTsop /il BHYTPMBEHHOIO H BHYTPUMBILIEYHOTO BBeAeHUS, 30 Mr/mit
Batch No / : V250285 Batch Quantity / : 454545 ampules /
Cepusa Ne O0bem cepun 454545 amnyn
Analytical Report No / : 890001803542 Date of Analysis/ : 19.04.2025
AnanuTudeckuii orgyer No JlaTa anasusa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JaTta npousBoacTsa T'ogen go
Analysis performed according ND / Anaims nposenen no HJL: JI[1-001365-230124

Page 4 of 5/ Crp.4m3 5

1}00 Test / lokasaTenan Results / PesyabTaThl Specification / Hopma
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeHn ObiTh
CTepuabHOCTD (A1 KaXKAOi CTEPWIBHBIM.
15-oii cepun)
11 Assay / KonuuecTBeHHOe 30.24 mg / 30.24 mr From 27.0 mg to 33.0 mg of
onpeneseHne CioH24N20¢ (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr Ci9H24N20s (keTOposaxa
TpoMeTamou) B 1 ML
12 Alcohol content / ITaHon 11.88 % From 10.60 % (v/v) to 13,10 %
hv). !/
Ot 10,60 % (06/06) no 13,10 %
(06/00).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding
amber glass ampoules (USP). A cut | dark amber glass ampoules.
ring and point in the upper part of | A cutring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached
ampoule. to ampoule. 10 ampoules and a
10 ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
Ilo 1 wMn B amoylsl u3 | carton pack/
CBETO3alMTHOrO crexna TeMHo- | ITo 1 Mn B ammynsl 3
kopuuHeroro kmacca I (USP). B | cBeTO3alIMTHOTO CTEKIAa TEMHO-
BEpXHell yacTH aMmImysibl HaHeceHbl | KopHuHeBoro Lpeta kinacca I (USP).
KOJIBIO WM TOYKa mns pasnoMa. Ha | B BepxHell yacTu aMITyJibl HAHECEHBI
amInyJy HaKJIeMBakT 3THKETKY. KOJBLIO M TOYKa 1A pasnoma. Ha
ITo 10 ammyn ¢ MHCTpYKLMEH IO | aMIlysly HaKIeUBalOT 3THKETKY.
TIPUMEHEHHIO noMentaot | ITo 10 amMmyn ¢ mHCTpykuuei Mo
B [IBX/anmoMuHueBbli 61ucTep. NPUMEHEHHIO B
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoayKT cOOTBETCTBYET TPeOOBaHUIM HI[ 3akJ09eHHe: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ramgakant IIpoeepeno: Pardeep Kumar | Onobpeno: Menemxep { Pykosoaurens
) / 3
“,&_Mj-/ — Abhishek Chauhan ‘A T
Reprint Date / S Reprint Date / Reprint Date /
Hara: 19.04.2025 Jara: 19.04.2025 Jlara: 19.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP 1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':'

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 1,01 95166 56001.02

CEPTUOUKAT AHAJIU3A www.drreddys.com

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

Ipoaykr: Ketopon® (keToposnak) pacTBop Asisi BHYTPUBEHHOTO ¥ BHYTPHMBILIEYHOrO BBeneHNd, 30 mr/mi
Batch No / : V250285 Batch Quantity / : 454545 ampules /
Cepus Ne O6nem cepuu 454545 amnyn
Analytical Report No / : 890001803542 Date of Analysis / : 19.04.2025
AHanuTHYecKHii oTueT No JlaTa anaan3a

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

JlaTa npousBoACTBA

T'ogen no

Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-230124

Page 5of 5/Ctp.5u3 5

No

No Test / Iloka3zarennb

Results / PesynbTaThl

Specification / Hopma

ITo 1 6nucTepy B mauky kaptoHuywo. | IIBX/amomunuesbiit Gmucrep. Ilo

1 6nuctepy B NavKy KapTOHHYIO;
ons  cmayuonwapog: mo 2, 3. 5
OIMCTEPOB B [IAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorsetcTuu ¢ HJI.

15 Storage conditions /

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHoM
XpaHeHue OT CBeTa MecTe NpH TemrepaType He Boiie 25 °C. He 3aMopaxuBaTs.

16 Shelf-life / Cpox roasocTn

2 years. / 2 roa.

API name / HaumenoBanue ADC:

Ketorolac Trometamol / KeToponaxa TpoMeTamosn

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npoussoautesisa ADC:

2KTM0601024

FP Manufacturer API Batch number /

Homep cepuu cy6ctasuum npoussoaurens [JID:

FERA00632

API Manufactured by & country /
poussoaurenn A®C, ctpana:

Symed Labs Ltd., India /
Catimen JIa6c JIta., Mugus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Tpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusaM HJL

3axmouenne: OJIOBPEHO

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

IMoarorosnexo: Ragmakant IMpoeepeno: Pardeep Kumar | Ono6peno: Menenxep | Pykosoauntensb
R@w}lﬂ; = Abhishek Chauhan '

Reprint Date/  \ Reprint Date / Reprint Date / —— )

Hara: 19.04.2025 Hara: 19.04.2025 Jara: 19.04.2025

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

CIN: L85195AP1984PLCOO4507
www.drreddys.com




