Dr.Reddy’s Qf:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3IA Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular fﬁ]’l‘:‘fj’t%ﬁ%ﬁ‘%‘ﬁ'ﬁﬂ%l
| IpoaykT: Ketopon" (keToponiak) pacTBop Ajisl BHYTPHBEHHOTO ¥ BHYTPHUMBIWIEYHOTO BBE/IeHNA, 30 mr/mu
Batch No/ : V211284 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne O6bem cepuu 2.09,090 ammvn
Analytical Report No / : 890001559097 Date of Analysis / : 29.11.2021
AHaIMTHYECKHH oTyeT Ne Hara ananusa

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

Jlara npon3BoacTBa T'ogen no

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020. amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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1;,? Test / IlokazaTesb Results / Pe3ysibTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear, colorless to pale yellow

[Tpo3pauHslii, 6ecLBeTHBIN pacTBOP.

solution. / ITpo3pauHslii, 6ecLIBETHBIN
WIH CBETJIO-XKENThilf pacTBOP.

2 Identification /
IMoanvHHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ynepxuBaHHA
OCHOBHBIX MUKOB Ha
XpOMaTorpamMmme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIEepPKUBaHKUA OCHOBHBIX IMKOB Ha
XpOMaTorpaMme pacTBopa
CTaHIAapTHBEIX 00pa3LIOB KETOpoNakKa
TpOMeTaMUHa U HallpoKceHa (pa3aen
«KonniecTBeHHOE OTIPeIeICHUE)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
Bpemena ypnepKuBaHHS OCHOBHBIX
[IUKOB Ha XpoMaTorpamMmme
UCTILITYEMOTO  pacTBOPa  JOIDKHBI
COOTBETCTBOBATh BpeMeHaM
yIOEeP)KUBAHMST OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme pacTBopa
CTAHHapTHBIX 00pa3loB KeTOopoJaka
TpOMeTaMuHa ¥ HalpokceHa (pasmen
«Konu4ecTBeHHOE OTIpe/ieICHUEN)

3 Clarity / IIpo3pauHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA NPEBEIILATh
OMNaJIeCIEHIIHIO ITAJIOHA CpaBHEHM: L.

4 Color / IlpeTHOCTB 0.034 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpu A/1UHE BOJIHEI
430 M

5 pH 7.25 Between 6.9 and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
Tpumeuanue: [IpoaykT cooreTcTByeT Tpebopanuam HJL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ankit ITpoeepeHo: Pardeep Kumar | Omo6peno: Meneasep;/ Pykopopuressb
/'y Abhishek Chauhan f
( ;‘\‘ . == . (O
Reprint Date / Print Date / Print Date /

Hata: 29.11.2021

Jara: 29.11.2021

Jara: 29.11.2021

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.
Formulaticn Unit-6

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

CEPTH®HKAT AHAJIN3A

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular YANLABEE B0 G ml
| HMpoaykr: Ketopon" (keToposiak) pacTBop uist BHYTPHBEHHOTO ¥ BHYTPHMbILLIEYHOTO BBEICHNA, 30 mr/mn
Batch No / : V211284 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001559097 Date of Analysis / : 29.11.2021
AHaauTU4ecKuit oruer No Jara ananuza

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

Jara npoussoacrea T'open 10

Analysis performed according ND / Auann3 nposeaen no HJ: JII1-001365-23111 8 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4ecKue BKAYEHUA
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements /
BuANUMEbIE YaCTHLBI B cooTeeTcTBUH ¢ TpeOOBAHHAMH
6B Invisible particles /
HeBuanmMble 4acTHLEI:
i. Particles> 10 pm/ 165 Not more than 6000 per ampoule /
YacTule! pasMepoM = He Gonee 6000 Ha amIyny;
10 MxM
ii. Particles > 25 pm/ 6 Not more than 600 per ampoule /
YacTuusl pasMeEPOM > He 6onee 600 na ammyny.
25 MKM
7 Related substances / PoacTBenHble npuMecH
Impurity A / IIpumecs A 0.15% Not more than 0.20 % / He 6oinee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / Ilpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6Gonee
ess than LOQ (0. 0) 0.50 %
Impurity D / IIpumecs D Not more than 0.20 % / He 6oinee
BDL (Disregard area 1761) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHryHas HeuaeHTuUIM- 0.05% 0,20 %
poBaHHas MPHUMECh
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJT Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Ankit Iposepeno: Pardeep Kumar UTENb
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Ono6peno: Menemxep /,Pykos
Abhishek Chauhan 4

_‘_,_.--"'_'__-._‘_

Reprint Date / .
Hara: 29.11.2021

Print Date /
Jara: 29.11.2021

Print Date /
Jara: 29.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507 .
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Dr.Reddy’s Q;'.

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJTIM3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular mijett ORI B0 H7E ml

IMpoaykr: Keropon” (keTopoliak) pacTeop AUis BHYTPHBEHHOTO W BHYTPUMBILIEHYHOTO BBCACHM, 30 mr/mn
Batch No / : V211284 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oobem cepun 2,09,090 amnyn
Analytical Report No / : 890001559097 Date of Analysis / : 29.11.2021
AHaJUTHYECKH oTYeT No Jlata ananusa

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

JlaTa npou3BOACTBA T'omen 1o

Analysis performed according ND / Ananus npogenen mo H/L: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
Hzpnexaemblii 06bem He menee HommuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajbHble <=0.725E3/mr tromethamine / He 6onee 5,8 E3/Mr
IHIOTOKCHHBI KETOpOJiaka TPOMETAMUHA

10 Sterility / CTepuibHOCTD Complies / CTepuieH Should be sterile / Ctepuiex

11 Assay / KonnyecTBeHHOe onpeaeeHue
a) Ketorolac tromethamihe/ 28.48 mg /28.48 mr From 27.0mg to 33.0mg of

Ketoponaka TpoMeTaMHH CisHi3sNO;s CsH 1 NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
mo  33,0mr CisHisNOs C4H1NO;
(keToposiaka TpoMeTaMKH) B 1 MI1

b) Sodium chloride / Hatpus 4.39 mg/mL / 4.39 mMr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUA Ot 4,2 Mr/mn 1o 4,5 Mr/mn
12 Alcohol content / Tanou 11.66 % Between 10.60 % and 12.60 % /

Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoaykt cootsercrayer TpedoBanuam HJI

Conclusion : APPROVED /
3axaiouenne: OJOBPEHO

Prepared by /
[Moprorosneno: Ankit

/
A
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!

Checked by /
[MposepeHo: Pardeep Kumar

-

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoguteiis
Abhishek Chauhan Z

- —

Reprint Date /
Hara: 29.11.2021

Print Date /
Jara: 29.11.2021

Print Date /
JlaTa: 29.11.2021

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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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.,
Formulaticn 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 intramuscular PR ELHBIRI B0 F3E)ml
| ITpoaykr: Keropon” (keTtoponak) pacTeop Ajis BHYTPHBEHHOTO U BHYTPUMbBILICHHOrO BBEACHHA, 30 mr/mn
Batch No / : V211284 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / :+ 890001559097 Date of Analysis / : 29.11.2021
AHaaIuTHYECKHH oT4yeT No Jdara aHajnza

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

Jara npon3so/jcTBa T'open no

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-231 118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakoska

1 mL in class I 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.

m

Ilo 1 mMa B aMIysel H3 TEMHOIO
crexna kinacca I (USP). B BepxHeli
YacTH aMILyJibl HaHEeCeHbl KOJNBLO U
Touka Ui pasioma. Ha ammymy
HakJIEMBAIOT 3TUKETKY.

Ilo 10 ammyn ¢ MHCTPYKLHEH IO
MPUMEHEHHIO [IOMEIIAIOT
B [IBX/amoMuHUEBbII OIHCTED.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO.

1 mL in class I 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.

ITo 1 M1 B amITyNiBl M3 TEMHOT'O CTEKTIA
xnacca I (USP). B BepxHe# 4acTu
aMITyJibl HAHECEHBl KOJIBIO M TOYKa
st paznoma. Ha amimyily HakJieHBatoT
STUKETKY.

Mo 10 ammyn ¢ HMHCTPYKLMEH IO
NPUMEHEHHUIO MOMELIAIOT
B [IBX/amroMuHUeBbIH 6IHCTED.

[lo 1 6nucTepy B MauKy KapTOHHYIO;
s cranuoHapos: mo 2, 3, 5
6JIMCTEPOB B [Ta4Ky KAPTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B coorBercTuu ¢ HJI.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3aiuineHHOM
OT CBETa MECTe NpH Temmepatype He Bbime 25 °C. He 3aMopaxuBats.

16 Shelf-life / Cpok rogHocTn

3 years / 3 roza.

Remarks : The Product confirms to ND/
[Tpumeuanue: ITpoaykr coorBeTcTEyeT TpedboBanusam HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroenexo: Ankit IIposepeno: Pardeep Kumar | Omo6peno: Menemxkep / PykoBoagrens
/ \ Abhishek Chauhan -
(' .;,‘ - =
Reprint Date /- Print Date / Print Date /

Jara: 29.11.2021

Jara: 29.11.2021

Iara: 29.11.2021
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