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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIN3A www.drreddys.com

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

IIpoaykT: Kertopon® (xeToposak) pacTBop 1/ BHYTPMBEHHOTO U BHYTPHUMBILIEYHOTO BBeACHHUS, 30 Mr/mn
Batch No/ : V230401 Batch Quantity / : 272727 ampules/
Cepnst Ne O61bem cepuu - 272727 amnyn
Analytical Report No/ =~ ~: 890001664365 Date of Analysis / --° 73 20.05.2023
AHaJIHTHYECKHI oTueT No e Jlara aHasu3a : =
Date of Manufacture / - MaS"2023 Date of Expity / : ’Apr—2026
Jata npon3BoacTBa T'onen oo '

Analysis performed according ND / Ananns nposeaen mo HJI: JII1-001365-170222

Page 1 of S/ Crp. 1 w35

1;.00 Test / lokasaTennb Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale vyellow solution. / | Clear colorless to pale yellow solution.
ITpo3paunsiii ceeTio-xkenteit | / [Ilpo3paunslit 6ecuBeTHBIN WM
pacTBoOp. CBETJIO-XKENTHII pacTBop.

2 Identification /
IMoanuHHOCTEL

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
YNEPXKUBAHUS OCHOBHbIX MHKOB Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIEpXKUBAHUS OCHOBHBIX MMUKOB HA
XpoMarorpamme CTaHAAPTHOrO
pacTBopa KeTopoyiaka TpOMeTaMUHa
u HanpoKceHa (pazmen
«KoyMuecTBEHHOE OMNpe/eNIeHUe»)

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) / Bpemena
YAEPXKUBAHUSI OCHOBHbIX [IMKOB Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTeRopa JOJDKHBI COOTBETCTBOBATD
BpEMEeHaM YIEep)KUBaHUA OCHOBHBIX
MTUKOB Ha XpoMaTorpamMmme
CTaHJApTHOTO PacTBOpa KETOpoJIaka
TPOMETaMHHA U HalpoKceHa (pa3zedn
«KonuuecTBEHHOE ONPEAEICHUEY)

3 Clarity / lIpo3pauHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHus
npenapara He JI0JDKHA MPEBBIIIAT
OTAJIECIEHIIHIO 3TAIOHA CpaBHEHUS I

4 Color / IIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu nyiMHE BOJHBI
430 Hm.
pH 7.38 From6.91t07.9./0t16,9 1o 7,9.

F6

Particulate matter / MexaHu4YecKkHe BKJIIOYEHUS

Remarks : The Product confirms to ND/
Ipumeuanue: IIponykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Hara: 20.05.2023

Jara: 20.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorieHo: amq;j:mt IIporepeno: Pardeep Kumar | Onobpeno: Menemkep @OBO}IHTCR!J
p Abhishek Chauhan
s (- L
Reprint Date / Reprint Date / Reprint Date /

Jlata: 20.05.2023

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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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 98166 56001-02
CEPTHOHUKAT AHAJIM3A www.drreddys.com
| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon® (keropoinak) pacTBOp [yl BHyTPUBEHHOrO H BHYTPUMBILIEYHOrO BBEACHHS, 30 Mr/MiT:
Batch No / : V230401 Batch Quantity / : 272727 ampules/ .
Cepusa Ne O61beM cepau 272727 amnyn
Anxalytical Report No /[ "+ 890001664365 Date of Analysis / : 20.05.2023 v, A
AHaJHTHYECKHH oT4eT Ne - . JaTa anaym3a- =25 0 2ms
Date of Manufacture / : May-2023 _ Date of Expiry / & Apr-2026 AT AL
JlaTa npon3BoacTBa - I'open mo :
Analysis performed according ND / Anaan3s mposened mo HJI: JIT1-001365-170222
Page2 of 5/Crp.2u3z 5
1;.2 Test / IlokazaTenb Results / PeayabTaThbl Specification / Hopma
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumere yacTHIbI B cooTBeTcTBHE C TPeGOBaHUAMH.
6B Invisible particles /
HeBuanMele 4aCTHLbL:
i. Particles> 10 pm/ 10 not more than 6000 per ampoule /
YacTun pasMepoM > He 6onee 6000 Ha amITyTy;
10 MxM
ii. particles > 25 pm / 00 not more than 600 per ampoule /
YACTUL, PA3MEPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHBIE MpUMeECH
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
— [}
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Huxe npenena obHapyxenus (I10 0.50 %
=0.014 %) o
Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He Oonee
Hke mpesiena KOJM4eCTBEHHOTO 0,50 %;
onpeaenenus (ITKO =0.033 %)
Impurity D / ITpumecs D not more than 0.20% / He Oonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena obuapyxenus (I10
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EavHIYHAsS HeMASHTUDULH- 0.05% 0,20 %.
poBaHHas IPUMECH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IlponykT coorseTcTBYeT Tpebosanuam HJI Zakarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant [Mpoeepeno: Pardeep Kumar | Opobpeno: MeHemxkep xPyCBounTem,
Abhishek Chauhan
Bl <L \_
Reprint Date / Reprint Date / Reprint Date / T
Jara: 20.05.2023 Jara: 20.05.2023 Jlara: 20.05.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuilation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposiak) pacTBop IJiss BHYTPUBEHHOTO U BHYTPUMBILIEYHOTO BBEJEHH, 30 Mr/mn
Batch No / : V230401 Batch Quantity / : 272727 ampules /
Cepns Ne . O0Bem cepun 272727 amnyn
Analytical Report No / : 890001664365 Date of Analysis / : 20.05.2023 © T oo7F
AHaJUTHYECKHHA oTYeT No JlaTa aHaim3za = : :
Dite of Manufacture / : May-2023 Date of Expiry / 1 Apr-2026
aTa MPOH3BOJACTBA T'onen xo

Analysis performed according ND / Ananans nposeaen o HJ{: JII1-001365-170222

Page3 of S/Crp.3m35

ﬁ: Test / Iloka3zaTenan Results / PesynbTaThl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BnexaemMblii 06beM He menee somuHansHoro (1,0 mu)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHblie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 E3/Mr
IHAOTOKCUHBI KETOpOJiaka TPOMETaAMHUHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITb
CTepHabHOCTD (1151 KaXKA0ii CTEPUIbLHBIM.
15-0ii cepun)

1;,00 Test / [loka3aTesab Results / PesyabTaTsl Specification / Hopma

11 Assay / KonnuecTBeHHOe 29.77 mg/ 29.77wmr From 270mg to 33.0mg of

onpejesieHue CisH13NO3-C4H 11 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MI C15H13NO3'C4H11NO3
(xeTopoaka TpOMEeTaMHH) B 1 MIL

12 Alcohol content / ITaHon 11.70 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/

IIpumeuanue: Ilponykr coorBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

Frepared by / Checked by / Approved by: Managet/Tixecutlve /
IMoarorosneno: Ramakant IMpoeepeno: Pardeep Kumar | OnobpeHo: MeHemkep / PykoBoaHTENb
Abhishek Chauhan
W2 —— \
Reprint Date / ! Reprint Date / Reprint Date /
Jara: 20.05.2023 Hara: 20.05.2023 Hara: 20.05.2023

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’.

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

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

AHAJIATHYECKHH oTyeT Ne

JlaTa anHanmusza

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPHUKAT AHAJIN3A www.drreddys.com
Product : / - . Ketorol (Ketorolac) solution for intravenous and intramuscilar injections, 30 mg/ml
Ipoaykt: - --Ketopon® (keToponak) pacTBop [Jisi BHYTPUBEHHOIO W BHYTPUMEIIIEUHOrO BBEACHHS, 30 MI/mi
Batch No /. : V230401 Batch Quantity / : 272727 ampules /
Cepus No - . - O6nem cepun- 272727 aMnyn
Analytical Repoirt No/ =~ : 890001664365 Date of Analysis / ¢ 20.05.2023

Date of Manuifacture /
Jlara pon3BOACTBA -

: May-2023

Togen no

Date of Expiry:/ .

: Apr-2026

Analysis performed according ND / Ananns nposeaen mo HJI: JII1-001365- 170222

Page4 of 5/ Crp. 4u3 5

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. /

I[lo 1 w™Mn B amnyisl U3
CBETO3AILUTHOTO CTeKna
kopryHeoro kinacca I (USP). B
BEpPXHE! YacTU aMITyNlbl HAHECEHBI
KONBLIO W TOYKa Jnd paznoMa. Ha
aMIyJly HaKJIEUBAIOT ITUKETKY.

IIo 10 aMmyn c¢ WHCTpyKLUEH O
NPUMEHEHHIO MOMELAT
B IIBX/anoMUHHEBBIH GnHcTED.

ITo 1 6nuctepy B Nayky KapTOHHYIO.

1}? Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma
13 Packaging / Ynakoeka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber

or dark 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;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 w™Mm B aMOynsl U3
CBETO3alUTHOTO CTEKJIa KOPHYHEBOTO
WM TEMHO-KOPMYHEBOTO  IBeTa
wiacca I (USP). B Bepxueli wactu
aMImyJibl HAaHeCEHbl KOJNbLUO M TOYKa
1715t pasnoma. Ha amnyny HakjieuBaroT
ITUKETKY.

Mo 10 ammynm ¢ UHCTpyKHueH IIo
HOPHMEHEHUIO HOMEILAIOT
B [IBX/amoMuHHIeEBBIN GnHCTEp.

I[To 1 6ucTepy B MadyKy KapTOHHYIO,;
IUla  craoHapoR: mo 2, 3, 5
6MCTEPOB B MaUKy KapTOHHYFO.

ITo 1 6nucTepy B MauKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ H/I.

15 Storage conditions /
Xpaunenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuinesHHoM
OT CBETa MeCTe npu TemIeparype He Boie 25 °C. He 3aMopaxuBarts.

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykT cooTBeTcTBYET TpeOOBanmsaM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Moaroroenedo: Ramakant

.

Checked by /
Ipoeepeno: Pardeep Kumar

OpnobpeHo:

Menemxep / Rykosonuress
Abhishek Chauhan L \
==

Approved by: Manager/Executive /

Reprint Date /
Jlara: 20.05.2023

Reprint Date /
JHara: 20.05.2023

Reprint Date /
Jata: 20.05.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

Product: / ~ Keétorol (Ketoroiac) solution for intravenous and intramuscularinjections, 30°’mg/ml
Ipoayxr: - Keropon® (ketoposnak) pacTEOp uisi BHYTPMBEHHOIO M BHYTPUMBILICYHOTS BBEIeHHS, 30 Mr/mn
Batch No / "T'V230401 Batch Quantity / : 272727 ampules /
Cepus Ne O06bem cepun - 272727 amnyn
Aiialytical Report No/ =~ 7890001664365 Date of Analysis / =~ *: -20.05. 2023
AnanutH4ecknii oryer-Ne - JlaTa anamm3a -
Date of Manufacture/ ‘.1»‘=-;May-‘2023 Date of Expiry / Apr—2026
JaTa npoH3BOACTBa T'open 1o

Analysis performed according ND / Anaaus nposeaen mo HJI: JIT1-001365-170222 -

Page5of 5/Crp. 5u3 5

No
Ne

Test / [Ioka3zaTreanb

Results / Pe3yabTaThl

Specification / Hopma

16 Shelf-life / Cpok rognocTn

3 years. / 3 roza.

API name / Haumenosanue ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepnu npoussoautenst ADC:

ABPH009987

FP Manufacturer API Batch number /
Homep cepuu cyberanuuu npouspoaureisi LJI®:

FEQAO00140

API Manufactured by & country /
Iponssogurtenps ADPC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pepnu'c JTabopatopuc JIta., Unaus

Remarks : The Product confirms to ND/
ITpumeyanue: Ipoaykr coorBercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hara: 20.05.2023

JHara: 20.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeaeno: Ramakant [MposepeHo: Pardeep Kumar | Onobpeno: Menemxkep / @nmenb
Abhishek Chauhan
v
= <+
Reprint Date / Reprint Date / Reprint Date /

Harta: 20.05.2023

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: L85195AP1984PLC0O04507
www.drreddys.ccm
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