Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

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

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculawimyedtiedsly30arme/ml

IMpoaykT: Ketoposn" (keToponak) pacTBOp /flf BHYTPUBEHHOTO U BHYTPUMBbILIEYHOTO BBeAeHHs, 30 Mr/mn
Batch No / : V220189 Batch Quantity / : 209090 ampules /
Cepus Ne O0Bem cepun 209090 amnyn
Analytical Report No / : 890001583451 Date of Analysis / : 30.03.2022
AHANUTHYECKHUIT oTueT No Jlara ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTa npoM3BoOACTBA T'onen qo

Analysis performed according ND / Ananus nposegen mo HJL: JII1-001365-170222

Page1of4/Crp.1u3 4

[po3pauHslil 6ecBETHBIN pacTBOP.

NN? Test / IokazaTeib Results / Pe3yabTaThi Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  TlposzpauHplii OGeCLBETHBIK WU
CBETO-XEThIH pacTBOP.

2 Identification /
[MoaaunHoOCTL

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
YIEPXHUBAHUSL OCHOBHBIX NMKOB Ha
XpoMmarorpamme HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIEepXXUBAaHUS OCHOBHBIX INHKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBopa KeTopojiaka TPOMEeTaMHHa
" HarpokceHa (paznen
«KOoNUYecTBEHHOE OMpelIefieHHe»)

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
yOepP)KUBaHHA OCHOBHBIX IIMKOB Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATb
BpEMCHAM YAEpP)KUBAHUS OCHOBHBIX
N1KORB Ha XpoMaTorpamme
CTaHJapTHOrO pacTBopa KeTopoJiaka
TpOMeTaMKHa W HampoKceHa (pasjen
«KoniecTBEHHOE ONpeneIeHUe)

3 Clarity / IlpospauHocTb

Complies / CooTBEeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHUMA
npenaparta He 10/DKHA NPEBLIATE
OTANICCIICHIIHIO STATOHA CpaBHEHHUS 1.

4 Color / IIBeTHOCTB 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JJTHHE BOJIHBL
430 nMm.

5 pH 7.32 From6.9t07.9./016,9 1o 7.9.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTCTBYET Tpeboanusam HJ

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /
ITogrorosineHo: Naresh

Kumar é

/

Checked by /
[Tpoeepeno: Himesh Kumar

r—-\ Tt

»

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBomnTeb
Pavan Kumar Sharma ()

Reprint Date /
Hara: 30.03.2022

Reprint Date /
Jara: 30.03.2022

Reprint Date /
Hara: 30.03.2022

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




[ T
Dr.Reddy’s Q,’.’

CERTIFICATE OF ANALYSIS
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Formulation Unit-6

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

CEETHOMKAT AHATH3A Tel : +91 98166 56001-02 -
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculatinjedtiesdys comg/ml
MpoaykTt: Ketopon™ (keToposak) pacTBop Al BHYTPHBEHHOFO M BHYTPUMBbILIEHHOrO BBEAEHHS, 30 Mr/mn
Batch No / : V220189 Batch Quantity / : 209090 ampules /
Cepus Ne O0Bem cepun 209090 amnyn
Analytical Report No / : 890001583451 Date of Analysis / : 30.03.2022
AHaJuTHYeCKHH oTueT Ne JlaTa aHaaH3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
HdaTta npou3BojacTBa T'oaen no
Analysis performed according ND / Auanu3s nposeaen mo HJI: JII1-001365-170222
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6 Particulate matter / Mexannuyeckue BKJIIOYEHHUA

6A Visible particles /
BunuMsie yacTHUb!

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBUM € TpeOOBaHUAMMU.

6B Invisible particles /
HepuanuMble YacTHIbL:

i. Particles> 10 pm/ 39 not more than 6000 per ampoule /
YacTtun pa3mepoM > He bonee 6000 Ha ammyTy;
10 MmkM

ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTHI pasMepoM > He 6onee 600 Ha ammyIy.
25 MKM

7 Related substances / PoxcTBeHHbIe IpuMecH
Impurity A / [Ipumecs A 0.13% not more than 0.20 % / He Oonee

Impurity B / ITpumecs B

Not detected / He obHapyxeHa

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.033 %) / Hnke
npenena KOJIUYECTBCHHOI' O onpeneneuml
(TIKO = 0.033 %)

Impurity D / [Tpumecs D

Below LOD (LOD = 0.014 %) / Huxe
npeaena o6Hapyxenus (ITO = 0.014 %)

0,20 %j;

not more than 0.50 % / He 6oJee
0,50 %;

not more than 0.50 % / He 6ojee
0,50 %;

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

HN3BnexaeMblii 00beM

Any unspecified impurity / 0.09 % Not more than 0.20 % / He Gonee
EnvHUYHAS HEMIEHTHD HLIU- 0,20 %.
pOBaHHAas IPUMECh
Total impurities / Cymma 0.23% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomunanbHoro (1,0 M)

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykt cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /
[MoaroroeneHo: Naresh IIposepeno: Himesh Kumar

Kumar @// C;L/_,—f—“:

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens
Pavan Kumar Sharma !

Reprint Date /
Jara: 30.03.2022

Reprint Date /
Hata: 30.03.2022

Reprint Date /

Hara: 30.03.2022
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Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculawnjedtieddy30amg/mi

Ipoaykr: Ketopon" (keToponak) pacTBop A5l BHYyTPMBEHHOIO U BHYTPUMBILLEYHOTO BBEAEHUS, 30 Mr/mMn
Batch No / : V220189 Batch Quantity / : 209090 ampules /
Cepus Ne O0nem cepuu 209090 amnyn
Analytical Report No / : 890001583451 Date of Analysis / : 30.03.2022
AnajguTudeckudii oTyet No Jlara ananu3za

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jlara npou3BoACTBA I'onen go

Analysis performed according ND / Anaan3 nposexen mo HJI: JII1-001365-170222
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CrepuibHOCTB (WISl KAXKAOI
15-o0ii cepun)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/Mr
JHAOTOKCHHBI KETOpPOJiaKa TPOMETaMKIHa.

10 Sterility (every 15th batch) / Sterile / Crepunen Must be sterile. / Jlomken ObIThL

CTEPUIbHBLIM.

11 Assay / KonuuecTBeHHOE 29.66 mg / 29.66 mr From 27.0mg to 33.0mg of
onpejaeieHne Ci1sH3NO3 C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pate} 33,0 MT C15H13NO3'C4H11NO3
(xeToposaka TpoMETaMHH) B 1 Mi1.
12 Alcohol content / Itanon 11.80 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: IIpoaykT cooTBeTCcTBYET Tpebopanusim HJJ 3axmwodenne: OJOBPEHO

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

IToarororneno: Naresh IIposepeno: Himesh Kumar Ono6peno: Menemxkep / PykoBoauTelis

Kumar d/}; J',,/—J Pavan Kumar Sharma () .

- — |
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Reprint Date / Reprint Date / Reprint Date / -

MHara: 30.03.2022 Jara: 30.03.2022 Jara: 30.03.2022
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CEPTUOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDIA
Tesl . +91 88166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul aginjedtieddys domg/ml

Ilpoaykr: Keropon" (keToponak) pacTeop At BHYTPHBEHHOrO ¥ BHYTPHMBbILUEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / 1 V220189 Batch Quantity / : 209090 ampules /
Cepus Ne O61beM cepuu 209090 amnyn
Analytical Report No / : 890001583451 Date of Analysis / : 30.03.2022
AHaTuTHYECKHH oT4eT Ne Jara anann3za

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JaTta npon3BoacTsa I'open no

Analysis performed according ND / Ananu3 nposegen no HJ/I: JI[1-001365-170222

Page4 of 4/ Crp. 4 u3 4

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 M1 B aMnoyasl U3
CBETO3aIUTHOTO cTeKia
kopuuneBoro knacca I (USP). B
BEPXHE!N 4acTH ammyJbl HaHECEHBI
KOJIBLO M TOYKa ANA pa3noma. Ha
aMITyJTy HaKJICHBAIOT 3THKETKY.

ITo 10 ammyn c MHCTpykuUMe# mno
MIPUMEHEHHUIO NIOMEIIAIOT
B [IBX/amomMunueBblif 6amcTep.

ITo 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 i1s 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. /

I[lo 1 wMn B aMoyjbel M3
CBETO3aILMTHOIO CTeKJ1a KOPHYHEBOTO
WX TEMHO-KOPHYHEBOTO  IIBETA
kimacca 1 (USP). B BepxHeit uactu
amnyJibl HaHeCEeHbI KOJBLO M TOYKa
Ut paznoma. Ha aMmyny HaKIienBaroT

STUKETKY.
ITo 10 ammyn ¢ HHCTpyKLHMeil 1o
NPUMEHEHHIO OMEeINaT

8 TIBX/amomuHueBblil 6uctep.

ITo 1 6rucTepy B MauKy KapTOHHYIO;
Jnsg  crauMoHapoB: mo 2, 3, 5
611MCTEPOB B MAYKY KaPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootsercteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MECTE MPHU TeMniepatype He Boille 25 °C. He 3amopaxxuBaTth.

16 Shelf-life / Cpok roanocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTrBeTcTRYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmarouenue: OJOBPEHO

Prepared by /
IMoarorosneHo: Naresh

Kumar é

Checked by /
[Npoepeno: Himesh Kumar

o

Approved by: Manager/Executive /
Opobpeno: Menemiep / Pykoponurenb
Pavan Kumar Sharma [

Reprint Date /
Jara: 30.03.2022

Reprint Date /
Jara: 30.03.2022

Reprint Date /
Jara: 30.03.2022
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