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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDi{A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: Keropon™ (keroposak) pacTsop Uis BHYTPHBEITHOIO H BHYTPHMBILICHHOTO BBCICHHA, 30 Mr/ma
Batch No / 1 V240192 Batch Quantity / : 272727 ampules /
Cepua Ne O0beM cepuu 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AHaIuTHYECKHIT oTueT No JlaTa aHanAza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
@Ta MpOM3BOACTBA Toaex 10
Analysis performed according ND / Ananus npoeenen no HJI: JI1-001365-170222
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IpospauHslit 6ecLBETHEIA PacTBOp

I}g Test / Moka3arennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauublii 6GecLBETHBIH
CBETJIO-XKEJIThIA PACTBOP.

WUIIH

2 Identification /
INoannHHOCTE

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
yIOEPXKHBAHUA OCHOBHBIX IIMKOB Ha
XpOMaTorpamMmme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YIOEpXUBaHAA OCHOBHBIX IIMKOB HA
XpOMaTorpaMme CTaHABPTHOTO
pacTBopa KeTopoJjaka TpOMETaMHHa
H HaIpoKCeHa (paspmen
«KOonM4eCTBEHHOE ONMpeHeiCHAE)

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) /  BpemeHa
yOEpKMBAHMA OCHOBHBIX THKOB Ha
XpomaTorpamMme HCITBITYEMOTO

pacTBopa HOJKHBI COOTBETCTBORATH
BpEMeHaM YJIEPKHBaHUS OCHOBHBIX
THKOB Ha XpoMarTorpamMMe
CTaHZAPTHOrO PacTBOpa KETOpOJIaKa
TpOMEeTaMHHa M HampokceHa (pasfen
«KonwdecTBeHHOE OMpeIeNEHUEN)

3 Clarity / IIpo3pa4HocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuesuuns
npernapara He AOJKHA NPEBLIINATh
ONAIECICHIUTO 3TATIOHAa CPaBHEHHMA L.

4 Color / lIpeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy ATHHE BOJIHEL
430 HM.

5 pH 7.33 From 69t 79./0T16,9 na 7,9.

Remarks: The Product confirms to ND/
Ipnmeuanue: Ilpomykr coorrercTRYeT TpebosanusaM HJT

Conclusion: APPROVED /
3axaigenue: OJJOBPEHO

Jlara: 06.04.2024

Jata: 06.04.2024

Prepared by / . Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana [Iposepeno: Rama Kant Onobpeno: Menemxep / Pykopomiitens

/f ’<I\ : Pavan Kumar Sharma _{ pv—
Reprint Date / Reprint Date / | Reprint Date /

Jata: 06.04.2024

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
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_Product o/

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

INpoaykr: Ketopon® (keToponax) pacTBOp /Ui BHYTPHBEHHOIO W BHYTPHMbIIIEYHOTO BBeAeHHSA, 30 Mr/mn
Batch No / : V240192 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AHaMHTHYECKHHA oTyeT No JlaTa ananguza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

Jata npon3BoacTBa Iopen g0

Analysis performed according ND / Ananus nposegen mo HJI: JITT-001365-1 70222
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6 Particulate matter / MexanuyeckHe BKJIIOHEHHS

6A Visible particles /
Buaumeie yacTuipl

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBHH C TPEOOBAHUAMH.

6B Invisible particles /
HeBnaumble yactuus:

i. Particles> 10 ym/ 08 not more than 6000 per ampoule /
YacTuu pasmepom > He 6onee 6000 Ha amnyny;
10 MxMm

ii. particles> 25 pm/ 00 not more than 600 per ampoule /
Y4acTHI( pa3MepoOM > He Oonee 600 Ha aMITyny.
25 MM

7 Related substances / PoncrBeHHb1e TpHMeECH
Impurity A / Mipumece A 0.16% not mare than 0.20% / we Bonee

Impurity B / IIpumecs B

Not detected / He obnapyixena

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.033%) /
Hmxe npenena koJaM4eCTBEHHOTO
onpegeneuns (ITKO = 0.033 %)

Impurity D / [Ipamecs D

Below LOD (LOD = 0.014 %) /
Huxe npepena o6Hapyxenus (11O
=0.014 %)

Any unspecified impurity /
EnnuuyHaA HemaeHTudHLu-
pOBaHHas MPUMeECE

0.06%

0,20 %;

not more than 0.50 % / He Gosee
0,50 %,

not more than 0.50 % / He Gonee
0,50 %,;

not more than 0.20% / He Goee
0,20 %.

Not more than 0.20 % / He 6ouee
0,20 %. i

Remarks: The Product confirms to ND/
IMpumedanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3akarouenre: OXOBPEHO

Prepared by /
[ToaroToBneHo: Pravesh/?‘na

Checked by /
IIpoBepeHo: Rama Kant

Lk

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pyxosoantens
Pavan Kumar Sharma /..

f/_,_-—-"""'

—

Reprint Date /
Jata: 06.04.2024

Reprint Date /
Jlata: 06.04.2024

Keprint Date /
Hara: 06.04.2024

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: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDJA
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -
Ipogykr: Ketopon™ (ketoponak) pacTBop JUif BHYTPHEEHHOIO ¥ BHYTPHMBIIIEUHOTO BREACHHA, 30 mr/mn
Batch No / : V240192 Batch Quantity / : 272727 ampules/
Cepust Ne Obnem cepuH 272727 amnyit
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AnanuTHIecKHii oTuer No Jlara ananu3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JiaTa npoHZBOACTBA Topgen 5o
Analysis performed according ND / Ananus nposefen mo HJI: JITI-001365-170222
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Total impurities / Cymma 021% Not more than 1.50 % / He 6onee
npuMeceii 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3snexacmblii 06em He Menee HomuHabHOTO (1,0 M)

9 Bacterial endoloxins / <-0.725 EU/mg / Not more than 5.8 CU/mg of ketorolac
bakTepHajbHbie <=0.725 E3/mr tromethamine. / He 6onee 5.8 ES/mMr
SHAOTOKCHHBI KeTOopo.aka TPOMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBITh
CTepuabLHOCTD (A5 KaxAoii CTEPHIBHBIM.
15-oii cepuH)
11 Assay / KonndyecTBeHHOe 29.76 mg/ 29.76 Mr From 270mg to 33.0mg of
onpenejieHue C15H13NO3- C4H | {(NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
pa(e] 33,0 MI C15H|3N03' C4H] 1NO3
(KeToposiaka TPOMETaMKH) B 1 MIL.
12 Alcohol content / ITanon 11.96 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanne: Ilpoaykr coorsercTryeT TpeboBanusam HJI

Conclusion: APPROVED /
3aknawgenune: OJJOBPEHO

Prepared by /

Iloarotoeneno: Pravesh RaT

Checked by /
IIposepeno: Rama Kant

il

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens

f

Pavan Kumar Sharma I' A e
-
-~

Reprint Date /
Hata: 06.04.2024

Reprint Datc / ’

Jara: 06.04.2024

Reprint Date /
Jara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTHOUKAT AHAJU3A

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

HpoayKT: Ketopon” (KeTopoliak) pactsop s BHYTPHBEHHOIO 1 BHYTPHMBIILCYHOrO BBEAEHNA, 30 Mr/Mn
Batch No / 1 V240192 Batch Quantity / ¢ 272727 ampules /
Cepus Ne O6Bem cepui 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AHaNHTHYecKHH oTYeT Ne JlaTa anamuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTa npou3BoacTBA T'oneH no
Analysis performed according ND / Ananus nposeaen nmo HJI: JIT1-001365-170222
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13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber |
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A Iabel is attached to

ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a paticnt information
information leaflet in a | leafletin 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, S blisters
IMMIo 1 wMa B ammynsf u3 | ina carton pack. /

CBETO3alUTHOIC creiia | ITo 1 ™Mo B aMmOysast u3

kopuuHeBoro winacca I (USP). B | cBeT03ailYTHOrO CTEKIA KOPDHYHEBOTO
BepxXHell HacTH aMIyNbl HAaHECEHBl | WIM  TEMHO-KODHYHEBOrO  lIBETa
KOIBLIO M TOYKa JUiA pasioma. Ha | wiacca I (USP). B BepxHe#t wacru

aMIyJly HaKJIEUBAIOT 3THKETKY. aMIynsl HaHeCeHsl KOJIBLO M TOYKA
ITo 10 ammyn ¢ umHCTpykuWed mo | mus pasnomMa. Ha aMnyny HakienBaroT
TIPUMEHEHUIO MOMEILAKOT | 3THKETKY.

B [IBX/amomuHHeBLIN 6nHCTEp. [To 10 aMmyn ¢ MHCTpyKHMeH 1o
ITo 1 6mucTepy B NadKy KAPTOHHYO. | IPUMEHEHHEO [IOMEILAIoT

B IIBX/amoMuHH1eBEIH 61HCTED.

Tlo 1 bnucTepy B 24Ky KapTOHHYIO;
I8 CcTalMoHapoB: mo 2, 3, 5
614uCTepOB B IaUKy KapTOHHYIO.

[To 1 6nucTepy B MAYKy KAPTOHHYIO.

14 Labelling / MapxupoBka According to ND / B coorserctBuu ¢ HJI.
15 Sterage conditions / In a place protected from light below 25 °C. Do not froozo. / B saugiernrom
XpaHeHne OT CBeTa MecTe IIpH Temnepatype He Bbiule 25 °C. He 3aMopaxHBaTh.
16 Shelf-life / Cpok roanocTn 3 years. / 3 ropa.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpitmeuaniie: Ilpoaykr cooTBeTcTBYET TpeboBanusm HIJ 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Pravesh R?m Hporepeno: R’_:‘mw Ka_r#_ Onobpeno: Meuewiep / PykoroanTesb
/ o A~ Pavan Kumar Sharma  J e — -
J foi Pz
Reprint Date / Reprint Date / Reprint Date /
Hara: 06.04.2024 Hara: 06.04.2024 Jlara: 06.04.2024
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www.drreddys.com
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CEPTHOUKAT AHAJIU3A

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

IlpogykT: Ketopon™ (keToposak) pacTeop [Uisl BHYTPMBEHHOTO H BHYTPUMBIIICHHOTO BBEACHHA, 30 Mr/mi
Batch No / 1 V240192 Batch Quantity / ¢ 272727 ampules /
Cepus Ne OobeM cepuu 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AHaJIHTHYEeCKHH oTyeT Ne Jara anannsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
{aTa npoH3BOACTBA T'omen xo

Analysis performed according ND / Awasn3 nposexen mo HJI: JI[1-001365-170222
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[ API name / HaumenoBaune A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaming
INN / MHH: ' Ketorolac / Ketoponak

API manufacturer batch number /

Howmep cepun mpoussosiTeas ADC: SBOLCoR2

FP Manufacturer API Batch number /

Homep cepitir cydermumn npoussogntens IJI@: HE

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoantenn ADC, crpania: J-p Penmii'c Jladoparopinc Jita., Unaus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumenanne: Iponykt cooTeercTBYeT TpebopanmsaM HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Pravesh R;;a Ilposepeno: Rama Kant Ono6peno: Menemwxkep / Pykosoantens

| P Pavan Kumar Sharma A o

Reprint Date / Reprint Date / Reprint Date /

Hata: 06.04.2024 Jara: 06.04.2024 Hara: 06.04.2024
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