Dr.Reddy’s Q!-'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pacTBOp A1l BAYTPUBEHHOIO M BHYTPHUMbIILEYHOTO BBEACHHs, 30 Mr/mi
Batch No / 1 V230299 Batch Quantity / : 272727ampules /
Cepus Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001659701 Date of Analysis / : 25.04.2023
AHAJIHTHYECKHH O0TYeT Ne HaTa anann3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa npon3BoacTBa T'ogen no
Analysis performed according ND / Ananu3 npoBexen mo HJI: JITT-001365-170222

Pagel of4/Crp.1u3 4

Ipo3paunsIit CBETJIO-XKENThIH

pactsop.

i:) Test / Iloka3aTens Results / PesyabTaTbl Specification / Hopma
1 Description / Onucanne Clear, light yellow solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblii OecuBETHBIH HIH
CBETJIO-XKEJNThIH pacTBOD.

2 Identification /
IMoanuuHOCTL

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
yIepXKHBaHHS OCHOBHBIX NUKOB Ha
XpoMaTorpaMmme UCIBITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpeMEHaM
YAEpKUBAHHS OCHOBHBIX IHKOB Ha
XpoMaTtorpaMmme CTaHAAPTHOTO
pacTBOpa KeTopoJjiaka TpOMETaMHUHA
u H4llpURLLHA (pasuen
«KonuuecTBeHHOE OTIpeICICHHEY)

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
YOCP)KHBAHHS OCHOBHBIX IMHKOB Ha
XpOMaTorpamMMe HCIIBITYEMOTO
pacTBopa AOJDKHBI COOTBETCTBOBATh
BpeMeHaM YyNEep)KUBaHUA OCHOBHBIX
ITHKOB Ha XpoMaTorpamme
CTaHIApTHOTO PacTBOpa KeTOopoJsaka
LPUME1aMuHA 1 HAUPUKLEHA (pasaci
«Kon1yecTBEHHOE OINPeACTICHUEY)

3 Clarity / Ilpo3payHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He A0JDKHA MPEBINIATD
ONANECUEHIIMIO STAIOHA cpaBHeHus L.

7.34

4 Color / I1BeTHOCTL 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnvHe BOJHBI
430 HMm.

5 pH From 6.9t0 7.9./016,9 1o 7.9.

Remarks: The Product confirms to ND/
[Tpumeyanue: IIpoaykT cooTBercTBYeT TpeboBanusM HJT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarotoeneno: Ramakant
9

Checked by /
IlpoBepeno: Pradeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoaurens
Manoj Kumar

Reprint Date /
Jata: 25.04.2023

Reprint Date /
MHara: 25.04.2023

Reprint Date /
Jarta : 25.04.2023

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
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CEPTUOPUKAT AHAJIM3A

Pro(;l}—c; 2/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoAdykr: KeTtopon" (keToponak) pacTeop AJiss BHYTPHBEHHOTO U BHYTPHMbILWEYHOrO BBEACHNS, 30 Mr/mu
BatchNo / 1 V230299 Batch Quantity / : 272727ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001659701 Date of Analysis / : 25.04.2023
AHaJInTHYecKHUH oTyeT No HJara ananunza

Date of Manufacture / 2 Apr.2023 Date of Expiry / : Mar.2026

Jdara npomnsgojcrea I'ogen ao

Analysis performed according ND / Ananus nposesen no HJI; JII1-001365-170222

Page2 of 4/ Crp. 2 n3 4

6 Particulate matter / Mexanu4eckune BKIAOYEHUS

6A Visible particles /
BuanMmble 4acTuip

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTtBeTcTBUM C TpeOOBaHUAMHM.

6B Invisible particles /
Hepuaumele yacTULbL:

i. Particles> 10 um/ 21 not more than 6000 per ampoule /
Yactuu pazmepom > He Gonee 6000 Ha ammyny;
10 MxMm

ii. particles > 25 ym/ 00 not more than 600 per ampoule /
YacTULL pasMepoM > He 6onee 600 Ha ammyJy.
25 MKM

7 Related substances / PoacTBeHHBIE IpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / ne Gonee

Impurity B / Ipumect B

Not detected / He o6napyxena

Impurity C / ITpumecs C

Less than LOQ (LOQ = 0.033 %) /
Hwxke npenena KOMMIECTBEHHOTO
ompeaenesus (ITIKO = 0.033 %)

Impurity D / Tlpumecs D

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
obnapyxenus (ITO = 0.014 %)

Any unspecified impurity /
Enunuunas HeuneHTHUIHU-
pOBaHHas MPUMECH

0.05%

0,20 %;

not more than 0.50Y% / 1c Bouce
0,50 %;

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

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

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

Remarks: The Product confirms to ND/
[Tpumeuanne: [IpogykT cooTBeTCTBYET TpeboBanuam HJJ

Conclusion: APPROVED /
3akmoyenne: OJIOGPEHO

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

INonrororneHo: Ramakant ITposepeno: Pradeep Kumar | Onobpeno: Menemxep / Pykosoautess
i Manoj Kumar :

Reprint Date / Reprint Date / Reprint Date /

Jara: 25.04.2023

Hara: 25.04.2023

Jlara : 25.04.2023
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CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
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Formulation Unit-6
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Product : /

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

AHaMTHYeCcKHI oTueT Ne

JlaTa anaamnza

IIpoaykr: Keropon" (keToponak) pacTBOp /Ul BHYTPMBEHHOTO W BHYTPUMBbILLEYHOTO BBEAEHHUS, 30 mMr/mn
Batch No / : V230299 Batch Quantity / + 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001659701 Date of Analysis / : 25.04.2023

Date of Manufacture /
Jlara npou3BoacTea

: Apr.2023

T'ogen no

Date of Expiry /

: Mar.2026

Analysis performed according ND / Anaiu3 nposeaen no HJI: JIII-001365-170222

Page3 of4/Crp.3m34

H3Baekaemblii 00bem

Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6osee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He Menee HomuHanbsHoro (1,0 mi)

11.65 %

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepuanbHble <=0.725 ED3/mMr tromethamine. / He 6onee 5,8 ED/mr
IHIOTOKCHHbDI KETOpOJIaKa TPOMETaMUHa.

10 Sterility (every 15th batch) / Must be sterile. / JomkeH ObiTh
CTepuIbHOCTD (1151 KaxA0H NA CTEPHJILHBIM.
15-0ii cepuu)

11 Assay / KonuyecTBenHoe 29.56 mg / 29.56 mMr From 270mg to 330mg of

onpeaesieHue CisH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mr C15H13N03‘C4H11N03
(keToponaka TpoMeTaMuH) B 1 M.
12 Alcohol content / ItaHon From 10.60 % to 12.60 %. /

Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpogykT cooTBeTcTBYeT TpeboBanmam HJT

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Qo

Checked by /
IIpoBepeno: Pradeep Kumar

<

Approved by: Manager/Executive /

Onobpeno: MeHnemxep / Pyxosoyenb

Manoj Kumar A »

Reprint Date /
Jara: 25.04.2023

Reprint Date /
Jara: 25.04.2023

Reprint Date /
Jlara : 25.04.2023
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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 : +91 98166 56001-02
www.drreddys.com

CEPTH®HKAT AHAJIM3A

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

Mpoaykr: Ketopon" (ketopomak) pacTeOp Ans BHYTPUBEHHOTO 1 BHYTPUMBbILIEHHOTO BREICHUS, 30 MI/mn
Batch No / 1 V230299 Batch Quantity / 2 272727ampules /
Cepust Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001659701 Date of Analysis / ¢ 25.04.2023
AHaMTHYeCKHil oT4yeT No Jara ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jdara npouzsoacrea Topen no

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-170222
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13 Packaging / Ynaxoska

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. /

o 1 wmMn B amoyssl u3
CBETO3ALIUTHOTO cTeKIa
kopuyHeporo kiacca I (USP). B
BEpXHEH YaCTH aMIyibl HAHECEHbI
KOJBLO M TOYKa IS pasioma. Ha
aMITyJly HaKJICUBAIOT 3THKETKY.

Ilo 10 ammyn c¢ uHCTpyKuMeil mno
NPHMEHEHHIO HOMEILAIOT
B [IBX/amomuHueBEI GnucTep.

ITo 1 GnucTepy B mavyky 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 wMn B aMmoyasl u3
CBETO3ALUUTHOTO CTEKJIa KOPHYHEBOIO
W1 TEMHO-KOPMYHEBOIO  I[BETA
knacca I (USP). B Bepxueii yactH
aMITyJIBl HaHECeHbI KOJBLO M TOYKa
Juis pasnoMa. Ha amnyny nakinenBaoT

ITUKETKY.
IMo 10 amnyn c wuHcTpykuMe#d mo
MIPHMEHEHUIO MOMEUIAIoT

o [IBX/amomunnesbiii Gune rep.

ITo 1 6HcTEpy B nauKy KapTOHHYIO;
UL CcTallMOHapoB: mo 2, 3, 5
OMHCTEPOB B MAaUKy KAPTOHHYIO.

14 Labelling / Mapkupogska

According to ND / B cootserctaun ¢ HJI.

15 Storage conditions /
XpaHenne

In a place protected from light below 25

°C. Do not freeze. / B 3amuiueHHOM

OT CBETa MECTE Mpu TeMIepaType He Bulme 25 °C. He 3aMopaxxuBath.

16 Shelf-life / Cpok roagnocTn

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
Ipumeuanwe: [poaykr coorereTyeT Tpeboanusam HJT

Conclusion: APPROVED /
3akawyenne: OJIOGPEHO

Prepared by /
Ioarorosneno: Ramakant

ket

Checked by /
IIporepeHo: Pradeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoanTers
Manoj Kumar (

y2a

Reprint Date /
Hara: 25.04.2023

Reprint Date /

Hara: 25.04.2023

Reprint Date /
Jata : 25.04.2023
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