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Product : /

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

AHasuTU4YecKHii oTueT Ne

Ipoaykr: KeTopon® (keToposiak) pacTBOp JUisi BHYTPHBEHHOTO U BHYTPUMBILLEYHOTrO BBeAeHHs, 30 Mr/mi
Batch No/ : V250230 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6bem cepnn 454545 amnyn
Analytical Report No / : 890001803537 Date of Analysis/ : 19.04.2025

Jlara anaamsa

Date of Manufacture /
JaTta npon3BoacTBa

: 03/2025

Date of Expiry / : 02/2027

T'onen ao

Analysis performed according ND / Anaaus nposenen no HJL: JIT1-001365-230124

Pagel of 5/Crp.1u35

IToaanuHOCTL

HPLC /B3XX

Complies as prescribed/

CoOoTBETCTBYET

No . "
No Test / [TokasaTesib Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tho3pauHbIi OECLUBETHBIN PACTBOD. color solution. / TIpo3pauHblif
pacTBOp OT GECUBETHOIO JI0 CBETIIO-
JKENTOro LIBETA.
2 Identification / 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
yAep)KHUBaHUS OCHOBHBIX INHKOB Ha
XpomaTtorpamme UCOBITYEMOTO
pacTBOpa NOJKHBI COOTBETCTBOBATH
BpeMeHaM yIepXKMBaHHUA OCHOBHBIX
UKOB Ha XpoMarorpamMme
CTaHJApPTHOrO pacTBopa (pasien
«KonuuecTBEHHOE OTpe/Ie/IEHUEN)

UV- spectrophotometry /

V®-cnektpopoToMeTpus

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. / Y®-
CHEKTpbl NOITIOLIEHHS
UCIBITYEMOro pacTBopa U pacTBopa
cTaHgapTHOro obpa3sla KeToposiaka
TpoMeTammHa B obmactu ot 200 no
400 HM AOMXKHBBI UMETH MAKCHMYMBI
TOTJIOILEHUS TIpH 322+2 HM.

Remarks : The Product confirms to ND/
TTpumeuanue: [TpoaykT cooTBeTcTBYET Tpeboanusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Execfitive /

Jara: 19.04.2025

Hara: 19.04.2025

INoarorosneno: Ramakant IIposepeno: Pardeep Kumar | Onobpeno: Menezkep / PygosoauTes
Rt | Abhishek Chauhan r
Reprint Date / A Reprint Date / Reprint Date /

Hara: 19.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLCO04507

www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon™ (keToposak) pacTBop /11 BHYTPUBEHHOIO W BHYTPUMBbIIIEYHOTO BBeAEHHS, 30 Mr/mn
Batch No / : V250230 Batch Quantity / : 454545 ampules /
Cepus No Obnem cepHH 454545 amnyn
Analytical Report No / : 890001803537 Date of Analysis/ : 19.04.2025
AnajIHTHYECKHH oTueT Ne JlaTa anaaunza

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa npon3BoacTBa T'ogen no

Analysis performed according ND / Ananus nposegen mo HJI: JI[1-001365-230124

Page2 of 5/ Crp.2mu3 5

No

Ne Test / [Toxa3zaTennb

Results / PesyabTaThl

Specification / Hopma

3 Clarity / IlpozpauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension 1. /
OnanecueHLus Npernapara He
JOJKHA MPEBbILIATh ONaJTECLIECHLIUIO
JrajioHa cpaBHeHus L.

4 Color / IIBeTHOCTDH 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
ITormoieHue 10HKHO OBITh He
6onee 0,20 npy 1NUHE BOJTHBI
430 HM.

5 pH 7.2 From 6.9t07.9./016,9 no 7,9.

6 Particulate matter / Mexaunueckue BKJIIOUEHUS

6A Visible particles /
BunuMeie yacTunpl

Complies / COOTBETCTBYET

Should correspond to requirements.
/

B cootBeTcTBUM C TpCGOBaHI/IHMH.

6B Invisible particles /
HeBuanMele yacTrup!:

i. Particles> 10 um/ 09 not more than 6000 per ampoule /
YacTtuu pasMepom > He 6osee 6000 Ha ammyny;
10 MkM

ii. particles > 25 um/ 01 not more than 600 per ampoule /
YacTUL pa3sMEPOM > He 6osee 600 Ha ammyy.
25 MKM

7 Related substances / PoacTBeHHbIe IpuMecH
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / ne Oonee

0,20 %;

Remarks : The Product confirms to ND/
IMpumeuanue: IIpogykT coorBeTcTBYeT TpeboraHusiM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

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

[Tonrorosneno: Ramakant IMporepeno: Pardeep Kumar | Onobpeno: MeHnemkep gl)yKOBonmenb
b <l | Abhishek Chauhan [

Reprint Date / ‘w\v’/ Reprint Date / Reprint Date / N~

Hara: 19.04.2025 Hara: 19.04.2025 Hara: 19.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 TIpoaykr: Ketopon® (keToposiak) pacTBOp Ajisl BHYTPUBEHHOrO M BHYTPMMbILIEYHOrO BBeAeHHs, 30 Mr/mn
Batch No / : V250230 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepuu 454545 amnyn
Analytical Report No / : 890001803537 Date of Analysis/ : 19.04.2025
AHaanTHYecKHii oT4eT Ne Jara anaausa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JdaTta npon3BoiCTBA IoneH 1o
Analysis performed according ND / Ananu3s nposeaen no HJ: JI[1-001365-230124

Page3 of 5/Crp.3m35

I;‘:) Test / [Toka3zaTenb Results / PesynbTarbl Specification / Hopma
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / ne Gonee
Hwxe npenena obHapyxenus (M0 = 0,50 %;
0.014 %)
Impurity C / Tlpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Hwxe npenena obHapyxenus (II0O= | 0,50 %;
0.010%) i
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe npenena obHapyxenus (I10 = 0,20 %.
0.014 %)
¥ndivi<.iua/l Enidentiﬁcd Below LOQ (LOQ = 0.05%) / B\IZB 101/1ore than 0.20 % / He 6onee
IMpUrty,/ ERHHITHAA Hike npesena KOJTHYECTBEHHOTO b
HEeUJIEHTHHIMPOBAHHAA onpeaenenus (ITKO = 0.05%)
MpUMECH
Total impurities / Cymma 0.1 % Not more than 1.50 % / He Gonee
npumeceii 1,50 %.

8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
Hsenexaemblii 00beM measured volume of 10 ampoules) /

He menee 10,0 mu (o6bem,
HW3MepeHHblH Ha OCHOBAHUN
06beIMHEHHOTO cofiepxuMoro 10
amIyn)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
baxkrepuanabHble /<=0.725 ED3/mMr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 ED/Mr KeTopoJjiaka

TpOMeTaMHHa.

Remarks : The Product confirms to ND/

[Tpumeuanue: [IpoaykTt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

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

Moarorosneno: Ramakant, | IlpoBepeno: Pardeep Kumar | Onobpeno: Menemxkep //PykoBoauTesb
J «f{ | Abhishek Chavhan /|

Reprint Date / A 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: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Yhol, Nalagarh Rosa, Baddi,
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToponak) pacTBop juis BHYTPHBEHHOTO U BHYTPUMBILIEYHOTO BBeACHNMS, 30 Mr/mn
Batch No / : V250230 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepuu 454545 amnyn
Analytical Report No / : 890001803537 Date of Analysis/ : 19.04.2025
AHaJTHTHYECKHH oTueT No Jarta ananusa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
HaTa npon3sBoacTBa T'open no
Analysis performed according ND / Anaaus nposeaen no HJI: JII1-001365-230124

Page4 of 5/Crp.4mu3 s

1;.00 Test / [loka3zaTenn Results / PesynbTaTsl Specification / Hopma
10 Sterility (every 15th batch) / NA Must be sterile. / I[OJ'I)KCH_GBITL

CTepuabLHOCTD (AAA KaXA0MH CTENUTRHRIM

15-0ii cepiu)

30.24 mg / 30.24 mr From 27.0 mg to 33.0 mg of
C19H24N20g (KCtOI‘ olac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr C9H24N>O¢ (keTOpOnaka

TpoMmeTamon) B 1 MIL

11 Assay / KosinuecTBeHHOe
onpeaeneHne

11.82 % From 10.60 % (v/v) to 13,10 %
wiv)./
Ot 10,60 % (06/06) mo 13,10 %

(06/06).

12 Alcohol content / DTaHon

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

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

13 Packaging / YnakoBka

ampoule. to ampoule. 10 ampoules and a
10 ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.

1 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

PVC/aluminum blister.
1 blisters in a carton pack /

BEpXHEeldl 4YacTu aMIryNsl HAaHECEHHI
KONBIIO W TOYKa mns pasziaoma. Ha
aMITy/ly HaKJICUBAIOT 3TUKETKY.
Mo 10 ammyn ¢ HHCTPYKLMEH MO
NPUMEHEHUIO TIOMELIAI0T
B IIBX/amoMuHHEeBbIH ONUCTED.

[lo 1 wMn B ammylsl 3 | carton pack/
cBETO3alUTHOr0 creknma TeMHo- | [lo 1  Mm B amMOydael U3
kopuuHeBoro kiacca I (USP). B | cBeTo3allUTHOTO CTeKia TEMHO-

kopudHeBOTro UBeta Kkiacca I (USP).
B BepxHeii yacTH amM1yJIbl HAHECCHBI
KOJIBIO M Todka A paznoma. Ha
aMITyJ1y HaKJIEHBAIOT ITUKETKY.

ITo 10 amMmyn ¢ MHCTpYKLHEH IO
NPUMEHEHUIO B

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykr coorsercreyeT TpeboBaHuaM HJT

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /
IMoaroTtosneHo: Ramakant [posepeno: Pardeep Kumar | Ono6peno: Menemxep / ymsfmrrenb
¢ . Abhishek Chauhan

Reprint Date / \
JHara: 19.04.2025

Reprint Date /
Jara: 19.04.2025

Reprint Date /
Jlara: 19.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpomykT: Ketopon"™ (keToponak) pacTBOp ist BHYTPMBEHHOTO M BHYTPHMBILICUHOTO BBCACHNA, 30 mr/mn_ |
Batch No / : V250230 Batch Quantity / : 454545 ampules /
Cepus Ne O0beM cepui 454545 amnyn
Analytical Report No / : 890001803537 Date of Analysis/ : 19.04.2025
AHaJHTHYEeCKHH oTueT Ne JaTa anajiusa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JiaTa npon3BoacTBA T'onen no
Analysis performed according ND / Anajiu3 nposeien 1o HJI: JII1-001365-230124

Page5Sof 5/ Crp.Sus3 S
1}? Test / TlokasaTeJib Results / Pe3yabTathl Specification / Hopma

MBX/antomMunuenniii 6nucrep. Ilo
1 Ganetepy n TATKY  KAPTOHHYH),
ons  cmayuonapos: mo 2, 3, 5
GNUCTEPOE B Na4Ky KapTOHHY1O.
According to ND / B coorsetctaun ¢ HL

o 1 6riucTepy B Na4yky KapTOHHYIO.

14 Labelling / MapkupoBka

In a place protected from light below 25 °C. Do not freeze. / B 3al1iIieHHOM
OT cBeTa MecTe Npu Temnepatype He Brime 25 °C. He 3aMopakuBaTh.

15 Storage conditions /
Xpanenue

16 Shelf-life / Cpok roaHocTH 2 years. / 2 roaa.

Ketorolac Trometamol / KeToponaka TpoMeTamo
Ketorolac / Ketoponak

API name / Haumenosanue A®C:
INN / MHH:
API manufacturer batch number /

Homep cepun npoussoautens ADC: 2KTM0601024

FP Manufacturer API Batch number /

Homep cepuu cyGerannuu npoussoauress [JI®: FERA00632
Symed Labs Ltd., India /

API Manufactured by & country /

Mpoussoaureas AQC, cTpana: Caiimen Jlabe JITa., Mnaus

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Remarks : The Product confirms to ND/
[pumeuanue: [Iponykr cooreerctayer Tpebopannam HJT

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

IToaroroeneno: Ramakant ITposepeno: Pardeep Kumar | Onobpero: Menemke / Pym};omﬂenb
C‘\Dw[@(f =l — Abhishek Chauhan j

Reprint Date / i Reprint Date / Reprint Date / —

Jara: 19.04.2025 Hara: 19.04.2025 Jata: 19.04.2025
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3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




