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Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon™ (keToposak) pacTBOp Aisi BHYTPUBEHHOIO W BHYTPHMbILIEUHOrO BBEAECHHS, 30 MIr/ma
Batch No / : V240436 Batch Quantity / : 272727 ampules /
Cepun No Obbem cepuu 272727 amnyn
Analytical Report No / : 890001745696 Date of Analysis / : 30.06.2024
AHaJIHTHYeCKHH oTYeT Ne ' JdaTa ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jata npou3Boiacrea T'onen no
Analysis performed according ND / Anaau3 nposenen mo HJI: JII1-001365-170222

Pagel of 5/ Crp.1u3 5

[Tpo3pauHslii 6ecLBeTHbI pacTBOp.

Jﬁoo Test / [lokasaTtenn Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onmucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpospauHblii OeClBETHBIN uIH
CBETJIO->KEJIThIH pacTBop.

2 Identification /
IMognanHHOCTD

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) / BpemeHa
YACPKUBAHUS OCHOBHBIX THKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEPXUBAHHUS OCHOBHBIX MHKOB HA
XpOMaTOrpamme CTaHJAPTHOTO
pacTBopa KeToponaka TpoMeTaMHHa
7§ HalpoKceHa (pa3men
«KonuuecTBEHHOE OIpeeNneHNe»)

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
YAEPXKUBAHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpaMme UCIBITYEMOTO
pacTBopa [JOJDKHBI COOTBETCTBOBaTb
BpeMeHaM YAEpXXUBaHHUSA OCHOBHBIX
MIHKOB Ha XpoMmarorpamme
CTaHIApPTHOTO pacTBOpa KEeTopojaka
TpOMeTaMHMHA M HanpokceHa (pa3znen
«KonuuecTBeHHOE ONpeieNICHUEN)

3 Clarity / IIpospavyHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecneHnus
mpernapara He JOJKHA NpeBbIILIaTh
ONaieCLEHIHIO 3TaJIOHa cpaBHEHHUA I

4 Color / llBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnvHEe BOJIHBI
430 uM.

5 pH 7.37 From 6.91t07.9./0T16,9 no 7.,9.

6 Particulate matter / Mexannueckue BKIHYEHHUS

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpogykT cooTBeTcTRYeT Tpeboanusam HJJ

Conclusion : APPROVED /
Zaxmwuenne: OJJOBPEHO

Prepared by /
IMoxrorosneno: Santpgh
Kumar Maurya g.

o

Checked by /
[Ipoeepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosouTenb
Manoj Kumar

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Jata: 30.06.2024

Reprint Date /
JlaTa: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1G84FLC0O0N4507
www.drreddys.com
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Dr. Reddy's Laboratcries {td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposak) pacTBOp [UIsi BHYTPMBEHHOrO H BHYTPUMBILIEYHOFO BBeAEeHHS, 30 Mr/mn
Batch No / : V240436 Batch Quantity / + 272727 ampules /
Cepna Ne Qo6beM cepuu 272727 amiyn
Analytical Report No / : 890001745696 Date of Analysis / : 30.06.2024
AHaauTH4ecKHi oTyeT Ne JlaTa ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBA Toxgen oo
Analysis performed according ND / Ananus mposenen mo HJI: JII1-001365-170222
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| iNo

Test / [Toka3arennb
Ne

Results / Pe3yabTaThl

Specification / Hopma

6A Visible particles /
BuayMeie 4acTHULIbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBHY € TPEOOBAHUSIMU.

6B Invisible particles /
HeBuanmele 4acTULBI:

Huxe npenena ooHapyxeHus (I10
=0.014 %)

i. Particles> 10 um/ 38 not more than 6000 per ampoule /
YacTui pasMepom > He 6omnee 6000 Ha ammyIy;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacCTHUL pa3MEPOM > He 6onee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTBeHHBIe TpUMeECH
Impurity A / TIpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Tlpumecs B Not detected / He o6napyxeHa not more than 0.50 % / He OGosee
0,50 %;
Impurity C / Ilpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Oonee
Huxe npeaena KOJTMYECTBEHHOTO 0,50 %;
onpeaenenus (ITKO = 0.033%)
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Ooinee

0,20 %.

Any unspecified impurity /

pOBaHHas IpUMECh

EnuHuuyHas HeMIeHTHULIU-

0.06%

Not more than 0.20 % / He ©Oonee
0,20 %.

Remarks : The Product confirms to ND/
ITpumeuanue: IlponykT cootsercTByer Tpeboanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloxrorornexo: Santo IlpoBepeHo: Pawan Kumar Onobpeno: Menemxkep / PykoBoauTesnb
Kumar Maurya (A4 ‘%R Manoj Kumar :

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2024 Jara: 30.06.2024 Jlara: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@direddys.com

CIN: L85195AP1584FLCO0O4507
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Dr. Reddy's Laboratcries |td,
i ...l Formulaticn Unit-6
Dr. Reddy s ® Vill. Khol, Nalagarh Road, Baddj,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Kertopon™ (keTopoinak) pacTBop [Jisi BHyTPUBEHHOIO U BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/mi
Batch No / : V240436 Batch Quantity / : 272727 ampules/ |
Cepus Ne O61bem cepuy 272727 amnyn
Analytical Report No / : 890001745696 Date of Analysis / : 30.06.2024
AdanuTnyeckui oTuer No JaTa ananu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBa I'ogen oo
Analysis performed according ND / Anann3s nposexen mo HJ/I: JII1-001365-170222
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JJI;{“O Test / IlokasaTenp Results / PesynsTathl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6ouee
npumece 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mx Not less than label claim (1.0 mL) /
HU3zBaexaemblii 00beM He meHee HomuHansHoTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepHanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
9HAOTOKCHHBI KeToposiaka TpOMeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jlomken ObITh
CTepuibHOCTD (DS KaxcAOH CTEPUIIbHBIM.
15-o0ii cepun)

1;.: Test / [loka3zaTeb Results / PesynbTaThl Specification / Hopma
11 Assay / KosinyecTBeHHOE 29.79 mg/29.79 mr From 27.0mg to 33.0mg of
onpeneJieHue Ci15sHiaNO3-C4H(1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 MT
a0 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMHH) B 1 ML
12 Alcohol content / ITaHon 11.70 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr cooTBeTcTBYeT TpeboBanusaM HJL 3axnwuenne: OJOBPEHO
Prepared by / Checked hy / Approved by: Manager/Executive /
[MoxrorosseHo: Santosh, ITporepeno: Pawan Kumar Opnob6peno: Menemkep / PykoBogutens
Kumar Maurya % "L Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.06.2024 Jara: 30.06.2024 Jlata: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584FPLCOD4507
www.drreddys.com
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Dr. Reddy's Laboratcries [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (ketoponak) pacTBOp /uisi BHYTPUBEHHOIO W BHYTPUMBILIEYHOTO BBeAeHHs, 30 Mr/mn
Batch No / : V240436 Batch Quantity / : 272727 ampules /
Cepms Ne O6pem cepun 272727 amnyn
Analytical Report No / : 890001745696 Date of Analysis / : 30.06.2024
AHaJuTHyecKkHii oTueT No JlaTa anaanza
Date of Manufacture / : 06/2024 Date of Expiry / : 0572027
JaTa npoussoacTsa I'open no
Analysis performed according ND / Ananus nposeagen no HJL: JII1-001365-170222
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No

Ne Test / [Toxa3zaTesb

Results / Pe3yabTaTh!

Specification / Hopma

13 Packaging / YnakoBka

1 mL in class I light-shielding 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. /

I[lo 1 wMn B amnoyinsl u3
CBETO3AIUTHOIO cTexia

kopuyHesoro knacca I (USP). B
BEpXHEH 4acTH aMITy/sl HaHECCHBI
KONIBIIO W TOYKa Jyuis pasnoma. Ha
aMITyJly HaKNIEUBAIOT STUKETKY.

ITo 10 amMnyn ¢ MHCTpyKUWeHd no
HNPHUMEHEHHIO HOMELIAIOT
B [IBX/anroMuHUEBIH GaHCTED.

o 1 6nucTepy B mayKy KapTOHHYIO.

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. /

[lo 1 wMa B aMmOyiasl U3
CBETO3ALUITHOTO CTEKJ1a KOPUYHEBOTO
WIM ~ TEMHO-KOPHYHEBOTO  LBeTa
kmacca I (USP). B BepxHe# vactu
aMIMyJbel HaHeCeHbl KOJBLO M TOUKa
Juist pasnoMa. Ha aMityny HakJIeuBaroT
ITHKETKY.

Ilo 10 amnmyn ¢ HHCTpYKLUeH 110
NpHUMEHEHUIO NOMEIIAI0T
B [IBX/anoMuH1eBslii GnHucTep.

Ilo 1 6nucrepy B Hauky KapTOHHYIO;
i1 cTalMoHapoB: mo 2, 3, 5
OIMCTEPOB B AYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootrBerctBuu ¢ H/I.

15 Storage conditions /
XpaneHnue

In a place protected from light below 25 °C. Do not freeze. / B 3ammiieHHoM
OT CBETa MecTe IpH Temrepatype He Boliue 25 °C. He 3amopaxuBaTs.

16 Shelf-life / Cpok rognocTu

3 years. / 3 roxa.

Remarks : The Product confirms to ND/
INpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HIT

Conclusion : APPROVED /
3akmouerune: OJOBPEHO

Prepared by / Checked by / Approved hy: Manager/Fxecutive /
[ToarotoBneno: Santosl IIposepeno: Pawan Kumar OpnobpeHo: Menemxep / PykopoauTenb
Kumar Maurya U@, q Manoj Kumar

T e (
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.06.2024 Jara: 30.06.2024 Jara: 30.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1S84PLCO0A507
www.drreddys.com
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Dr. Reddy's Laborateries Ltd.
Formulatiocn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIU3A

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

Ipoaykr: Kertopon” (keToposiak) pacTBop Jisi BHYTPHBEHHOTO M BHYTPHMBbILIEYHOro BBeAeHUs, 30 Mr/ma
Batch No / 1 V240436 Batch Quantity / : 272727 ampules /
|Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001745696 Date of Analysis / : 30.06.2024
AnajJurHueckHii oryer No Jara ananuza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JaTa npon3BoacTBa TI'oxen xo

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

Page Sof 5/ Crp. Suz 5

API name / Haumenopanue ADOC:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

IHomep cepum cyGeTanuuu npoussoautessi CJID:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /

Homep cepun npouspogutens APC: GDOEUNESS

FP Manufacturer API Batch number / FEQA00570

API Manufactured by & country /
Iponssoputens AD®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlaboparopuc Jita., Uaous

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponyxt coorBercTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Jara: 30.06.2024

Jlarta: 30.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IlogrorosneHo: Santosh, [MposepeHo: Pawan Kumar OpobpeHo: Menemkep / PykoBoauTeilb
Kumar Maurya gﬁ, ¢ Manoj Kumar G s /

— ‘L —
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1S84FLCO04507
www.drreddys.com




