Dr.Reddy’s “:’i

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
CEPTHO®UKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpOoAyKT: Ketopon® (keToposak) pacTop [Uisi BHYTPUBEHHOTO ¥ BHYTPHMBILIEYHOrO BBEACHHUS, 30 Mr/mi1
BatchNo/ : V230459 Batch Quantity / + 272727 ampules /
Cepsn Ne O6beM cepuH 272727 ammyn
Analltical Report No / : 890001672551 Date of Analysis / : 30.06.2023
AnaJliTHyecknii oTyer No JaTa anaiusa
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JdaTa IpoH3BOACTBA T'open 1o
Analysis performed according ND / Anann3 nposeaen mo HJI: JII1-001365-170222

Page 1 of 5/Crp. 135

i.oo Test / IToka3zaTenn Results / Pe3yabTaTbl Specification / Hopma

1 Description / Onucanne Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpo3pa4Hslit ceeTo-kenTeld | / IIpo3pauHslit GecLBETHBIH HIH
pacTBop. CBETJIO-XXEJThIH PacTBoOP.

2 Identification /
IHoanHuHHOCTD

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
yIEP)KUBAHUA OCHOBHBIX MUKOB Ha
XpOMaTorpaMme UCTILITYEMOTO
PacTBOpa COOTBETCTBYIOT BpeMeHaM
yIOep>KHUBaHUA OCHOBHBIX ITHKOB Ha
XpoMaTtorpaMme CTaHOapPTHOTO
pacTBopa KeTopojiaka TPOMeTaMHHa
d HaInpoKceHa (pazmen
«KOoNMM4IeCTBEHHOE ONpEeNeHHE)

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) / BpemeHna
YIOEPXKUBAHHSA OCHOBHBIX ITMKOB Ha
XpomaTorpamme HCIBITYEMOTO
pacTBopa JIOJDKHEI COOTBETCTBOBAThH
BpEMEHaM YACP)XHBAaHUS OCHOBHBIX
MTMKOB Ha XpoMaTorpaMme
CTaHOAPTHOTO pacTBOpa KEeTOpoJakKa
TpOMeTaMHHa W HampokceHa (pa3zeln
«KonuuecTBeHHOE Ope/ieICHUE)

3 Clarity / IIpo3payHocTb

Complies / CooTBeETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHnus
npenapaTa He I0JDKHA MPEeBHILIATh
OMaJIECUCHIHIO 3TaJIOHa CpaBHEHMA I

4 Color / IliBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuHe BOJIHBI
430 aMm.

5 pH 7.35 From 6.91t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJ|

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Jara: 30.06.2023

JHara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pardeep [posepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosogurens
Kumar f : Ajay Sharma &%

Reprint Date / Reprint Date / Reprint Date /

Hata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.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 98166 56001-02
CEPTUGUKAT AHAJIA3A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpQAyKT: Keropon® (keToposiak) pacTBop it BHYTPUBEHHOIO H BHYTPHMBIILEYHOrO BBeACHHS, 30 mMr/mit
BatchNo / : V230459 Batch Quantity / : 272727 ampules /
Cepsi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001672551 Date of Analysis / : 30.06.2023
AnaJlTHYecKHIi oTdeT Ne Jara ananuza
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JlaTa IpOH3BOACTBA T'open no
Analysis performed according ND / Ananns nposegen mo HJI: JIT1-001365-170222
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6 Particulate matter / MexaHH4ecKHe BK/IIOYEHHSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BunumMble 4acTULBI B cooTBeTCTBUY € TpeGOBaHUSIMU.
6B Invisible particles /
HeBunumsle yacTULpL:
i. Particles> 10 pm/ 16 not more than 6000 per ampoule /
Yacrtulil pa3mMepoM > He 6onee 6000 Ha ammyiy;
10 MxMm
ii. particles > 25 ym/ 00 not more than 600 per ampoule /
YacTHL pa3MepoM > He Gonee 600 Ha amITyTy.
25 MKM
7 Related substances / PoncrBeHHble IpUMecH
Impurity A / IIpuMecs A 0.15% not more than 0.20 % / He O6onee
0,20 %;
: Below LOD (LOD = 0.014 %) /
Impurity B / IIpumecs B Huke npeienia obuapyienms (II0 gost0 {;t?re than 0.50 % / He Gonee
=0.014 %) W
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He O6onee
Hibke npeaena KONMYECTBEHHOTO 0,50 %;
onpenenenus (ITIKO = 0.033 %)
Impurity D / Ilpumecs D not more than 0.20% / He 6onee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwmxe npenena obuapyxenus (I10
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6omnee
EnnHimyHas HenaeHTUGHLH- 0.05% 0,20 %.
pOBaHHas! MPUMEChH

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTeeTcTBYeT Tpebopanusm HJL

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarotoeneHo: Pardeep [Tpoeepeno: Himesh Kumar Onobpeno: Menemwxkep / PykoBonurens
Kumar ' — | Ajay Sharma Lﬁ/

Reprint Date / Reprint Date / Reprint Date /

Hata: 30.06.2023 Hara: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoiykT: Ketopon® (keTopoiiak) pacTBop juisi BHYTPHBEHHOIO M BHYTPHMBIIIEYHOrO BBeNeHHs, 30 Mr/ma
BatchNo / : V230459 Batch Quantity / : 272727 ampules /
Cep#n Ne O06beM cepHH 272727 amnyn
Anallytical Report No / : 890001672551 Date of Analysis / : 30.06.2023
AnaJiTHdeckuii oryer Ne JlaTa aHAJH3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara Ipou3BoAcTBa I'open no

Analysis performed according ND / Anann3 nposenen no HJI: JI1-001365-170222

Page3 of 5/Crp.3u35

Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npuMeceii 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /
H3Bnekaemblii 06beM He menee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaabHble <=0.725 E3/mr tromethamine. / He Gonee 5,8 EQ/mr
3HAOTOKCHHbBI KETOpOoJIaKa TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBITH
CTepuiIbHOCTH (AJ18 KasKAOMH CTEpUIBHBIM.
15-0ii cepun)

11 Assay / KonmdyecTBeHHOE 29.61 mg/ 29.61 mr From 270mg to 33.0mg of
onpeaesieHHe C15H13NO3- C4H | 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H13NO3‘C4H11NO3
(keTopoJyiaka TpOMeTaMuH) B 1 MIL.
12 Alcohol content / Itanon 12.48 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpogykT cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3akarwyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotoeneHo: Pardeep [Mposepeno: Himesh Kumar [ Onobpeno: Menenxkep / Pykosonurens
Kumar f i — ""‘ Ajay Sharma =

Reprint Date / Reprint Date / Reprint Date /

Jata: 30.06.2023 Iara: 30.06.2023 Hara: 30.06.2023

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: L85195AP1984PLC0O04507
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
CEPTH®UKAT AHAJIM3A www.drreddys.com

Pro duct : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoiykr: Ketopon" (keTopo/iak) pacTBop Ui BHYTPUBEHHOTO ¥ BHYTPHUMBILIEYHOIO BBEACH A, 30 mr/mn
BatchNo / : V230459 Batch Quantity / : 272727 ampules /
Cep#n Ne O0BeM cepHH 272727 amnyn
Analytical Report No / : 890001672551 Date of Analysis / : 30.06.2023
AnaJirayeckuii oruer Ne JaTta aHanu3a

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JlaTa npon3Boacrea I'open o

Analysis performed according ND / Ananu3s nposesen mo HJI: JII1-001365-170222
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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. /

Ilo 1 wMn B aMmoynsl u3
CBETO3AILMTHOTO creiia
xopmuneporo kmacca I (USP). B
BEpXHEH YacTH aMITyJIbl HaHECECHBI
KOJBIIO M TOYKa I pasnoma. Ha
aMILyJly HAKJICHBAIOT STHKETKY.

ITo 10 ammyn ¢ HHCTpyKLUMEH nO
pUMEHEHHIO MOMEILAIOT
B [IBX/anmoMuuHeBsbIi 61ucTep.

I[To 1 6nucTepy B mauky 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. /

Ilo 1 wMn B aMOoynsl U3
CBETO3ALIUTHOTO CTEKJIa KOPUIHEBOTO
WIM  TEMHO-KOPHYHEBOTO  L(BETa
xmacca I (USP). B BepxHel HacTu
aMITyJIbl HAHECEeHbI KOJBHO ¥ TOYKa
[u1s pasznoMa. Ha aMItysly HakJIeuBatoT

THUKETKY.
Ilo 10 ammyn ¢ UHCTpYKUHEH II0
NIPUMEHEHHIO [IOMEIAIOT

B [IBX/anroMuHKEBbLH G11cTEp.

ITo 1 6GnucTepy B MauKy KapTOHHYIO;
i1 cTandoHapo: mo 2, 3, 5
OJHCTEPOB B Ma4uKy KapTOHHYIO.

[To 1 6nucTepy B MayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3auiuimeHHoM
OT CBETa MeCTe NpH Temrepatype He Beie 25 °C. He 3aMopaxuBarth.

16 Shelf-life / Cpox rognocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Tpumeyanue: ITponykT cooTBeTCTBYET TpeboBanusm H/T

Conclusion : APPROVED /
Zaxawuenue: OJJOBPEHO

Prepared by /
[MoarororneHo: Pardeep

Checked by /
[Mposepeno: Himesh Kumar

[ S———

e

Approved by: Manager/Executive /
Opo6peno: Menemkep / PykoBonurenb
~ | Ajay Sharma

Kumar
Qi/(,—
Reprint Date /

Jata: 30.06.2023

Reprint Date /
Hara: 30.06.2023

Reprint Date /
Jara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, 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
CEPTUO®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iporykr: Ketopon® (keToposiak) pacTBOp Uil BHYTPMBEHHOTO H BHYTPHMBILIEYHOrO BBe/ICHHS, 30 mr/mz
BatchNo / : V230459 Batch Quantity / 1 272727 ampules /
Cepmin Ne O6nem cepuH 272727 amnyn
Anallytical Report No / : 890001672551 Date of Analysis / : 30.06.2023
AnaJuTH4yecKui oTyer Ne JaTa anaiau3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jlara nponssoacrea I'onen o
Analysis performed according ND / Anann3 nposenen nmo HJL: JII1-001365-170222
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API mame / HaumenoBauue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun npoussoaurenas APC:

APHO010125

FP Manufacturer API Batch number /
Homep cepun cyocranuun npoussoautess I'JID:

FEQAO00141

IIpomseoauteab ADPC, crpaHa:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
I-p Pexpnu'c JTabopatopuc JIta., Muaus

Remarks : The Product confirms to ND/
ITpumeyanwue: [Ipoaykr cootseTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
Zaxkmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pardeep I[Mpoeepero: Himesh Kumar | Oxo6peno: Menemxkep / PykoBoautens
Kumar f (}’J_,’,_} Ajay Sharma

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.06.2023 Hara: 30.06.2023 Hata: 30.06.2023

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




