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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

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

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

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

Tpoaykr: Ketopon™ (keToponak) pacTBOp AJ1si BHYTPUBEHHOIO W BHYTPUMBbILIEYHOrO BBEeAeHHMs, 30 Mr/mil
Batch No / : V220808 Batch Quantity / : 272727ampules /
Cepust Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001623127 Date of Analysis / : 20.10.2022
AnaauTHyeckui oryer Ne HJara apannza

Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025

JlaTa mpoun3BoacTBA Togen oo

Analysis performed according ND / Ananus nposeaen mo H/: JII-001365-170222
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ITognMHHOCTL

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
YHEPXUBAHUSI OCHOBHbIX THKOB Ha
XpoMarorpamme UCMBITYEMOro
pacTBopa COOTBETCTBYIOT BpEMEHaM
YAEPXKUBAaHUSI OCHOBHBIX THMKOB Ha
XpoMaTorpaMme CTaHIAPTHOTO
pacTBopa KeTopoJsiaka TpoMeTaMH1Ha
u HarnpoKceHa (paznen
«KonuuecTBeHHOE onpenencH1en»)

No . :
No Test / [NokazaTens Results / PesyabTaThl Specification / Hopma
1 Description / Onucaune Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ipo3pauHslit GecuBETHBIH pacTBOp. /  Tlpospaunblif OeCLBETHBIH WM
CBETJIO-KENTLIH pacTBop.
2 Identification / The retention times of the main | 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
yAEPKUBaHHSA OCHOBHBIX ITUKOB Ha
XpoMmarorpamme UCIIBITYEMOTO
pacTBopa [IOMXHBI COOTBETCTBOBATH
BpeMeHaM YIAEpXXKUBAHHS OCHOBHBIX
NIMKOB Ha XpomarorpaMme
CTaHJApTHOrO pacTBOpa KeTopoJjaka
TPOMETaMHHa M HanpokceHa (pazmen
«KonnuecTBeHHOE OMpeacTICHUEN)

3 Clarity / IIpo3paynocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA NpeBbIINAaTh
OMaNeCLEHLMIO 3TAN0HA CpaBHEHUA .

4 Color / llBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOIHEL
430 nMm.

5 pH 7.29 From 6.9t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/
[Tpumeuanue: IIpoaykr coorBercTByeT TpeboaHuam HJI

Conclusion: APPROVED /
Zaxknwuenue: OJJOBPEHO

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

[ToarorosneHo: Pardeep Kumar IMpoeepeno: Himesh Kumar | Onobpeno: Menenxep / PykoBoaurens
@J—/ — £~ | Manoj Kumar MQ' L':i-”r(:

Reprint Date / Reprint Date / Reprint Date /

Jarta:20.10.2022 Jara: 20.10.2022 Jata : 20.10.2022

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

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

Mpoxykr: KeTopon™ (keToponak) pacTBop Ajis BHYTPUBEHHOTO U BHYTPUMBbILIECUHOrO BBeACHHUS, 30 Mr/m
Batch No / 1 V220808 Batch Quantity / : 272727ampules /
Cepus Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001623127 Date of Analysis / : 20.10.2022
AHanuTHYecKHii otyeT Ne JlaTra anaanza

Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025

Jata npousBoactraa Tomen mo

Analysis performed according ND / Auanus nposeaen o HA: JITT-001365-170222
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6 Particulate matter / MexaHn4ecKkHue BKAKYEHUS

6A Visible particles /
Buaumbie yacTHLLI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBHH € TpeGOBaHHUAMM.

6B Invisible particles /
HeBuanMble yacTHULIbI:

Impurity C / TIpumecs C

Impurity D / [IpaMecs D

Any unspecified impurity /

Less than LOQ (LOQ = 0.033 %) / Huxe
npegena KoMMYeCTBEHHOTO ONpeaCCHUs
(NMKO =0.033 %)

Below Limit of Detection (LOD = 0.014 %) /
Hinxe npeaena obHapyxenus ([10 =0.014 %)

i. Particles> 10 pm/ 19 not more than 6000 per ampoule /
YacTuu pazmepom > He 6onee 6000 Ha ammyy;
10 Mxm

ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCTHLL Pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM

7 Related substances / POIICTBCHHble_ﬂpMMeCH
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He Oonee
0,20 %;
Impurity B / Ipumecs B Not Detected not more than 0.50 % / He Gonee

0,50 %;

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

not more than 0.20 % / He Oonee
0,20 %.

Not more than 0.20 % / He Gonee

npuMecei

0.05%
EpuHydHas HeUAECHTUDULIK- 0,20 %.
pOBaHHas NIPUMECh
Total impurities / Cymma 0.20% Not more than 1.50 % / He Oonee

1,50 %.

Remarks: The Product confirms to ND/

ITpumeuanue: IlpoaykT cooTBercTByet TpeboBanusm HJI

Conclusion: APPROVED /
3aknruenne: OJIOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

i

Checked by /
[Mpoepeno: Himesh Kumar

e

4

Approved by: Manager/Executive /
Omnobpeno: Meuenmcﬁl’yﬁorsonmenb

Manoj Kumar N/
.I_"r): o s S

Reprint Date /
Jata:20.10.2022

Reprint Date /
Hara: 20.10.2022

Reprint Date /
Jara : 20.10.2022

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hlpoaykr: Keropon" (keToposiak) pacTBop A1 BHYTPHBEHHOIO M BHYTPUMbILLIEYHOTO BBeAEHHS, 30 Mr/Mn
Batch No / : V220808 Batch Quantity / : 272727ampules /
Cepus Ne O6bemM cepun 272727 amnyn
Analytical Report No / : 890001623127 Date of Analysis / : 20.10.2022
AHajuTHyecKuil oTuer Ne JaTa anajausa

Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025

JaTa npou3BoacTaa T'onen no

Analysis performed according ND / Ananns nposenen mo HJI: JI[1-001365-170222
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8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
U3Biiekaemblii 00bem He meHee HomuHanbHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanbHble <=0.725 ED/mr tromethamine. / He 6oxee 5,8 ED/Mr
IHAOTOKCHHBI KETOopoJlaka TPOMETaAMHHA.

10 Sterility (every 15th batch) / Must be sterile. / JomkeH ObITh
CTepuabHOCTD (2151 KAXKA0i COMPLIES CTEPUIILHBIM.
15-0ii cepun)

11 Assay / KoanyecTBeHHOe 29.45 mg/29.45 mr From 27.0mg to 33.0mg of
onpeaeneHue CisHi3sNO3- C4H [ 1NO; (ketorolac
tromethamine) per | mL. / Ot 27,0 mMr
o 33,0 Mr C15H|3NO3'C4H|1NO3
(keTopoJaka TpOMETaMHH) B 1 MI1.
12 Alcohol content / dTanon 11.45 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[pumeuanue: Ilpoaykr coorsercTByeT Tpeboranusm HJ|

Conclusion: APPROVED /
3axarouenune: OJJIOBPEHO

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

[Toarotosneno: Pardeep Kumar [Mposepeno: Himesh Kumar | Ono6peno: Menenxep / Pykosoaurens
c\f,/ — ~— | Manoj Kumar " . (

Reprint Date / Reprint Date / Reprint Date /

Jarta:20.10.2022 Hara: 20.10.2022 Jara : 20.10.2022

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




@
Dr.Reddy’s ‘}'

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

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon" (keToposiak) pacTBOp /15t BHYTPUBEHHOTO M BHYTPHMbILIEYHOrO BBEAEHUs, 30 Mr/mn
Batch No / : V220808 Batch Quantity / : 272727ampules /
Cepus Ne O06bem cepuu 272727 amnyn
Analytical Report No / : 890001623127 Date of Analysis / : 20.10.2022
ABanuTHYECKHI oTyeT No JlaTa anannsa
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025
Jara npou3BojcTBa Topmen no
Analysis performed according ND / Ananu3s nposenen mo HJI: JITT1-001365-170222
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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. /

[To 1 w™Mn B amMoynsl U3
CBETO3aLLMTHOIO cTeksa
kopuyHeBoro knacca I (USP). B
BepXHell YacTH ammysbl HaHECEHBI
KONbLO M TOouka Ui pasnoMa. Ha
aMIyny HaKJIEUBaOT STHUKETKY.

Ilo 10 ammyn ¢ MHCTpyKLuWell no
NPUMEHEHUIO MOMELIAT
B [IBX/amomunueBbIii 6nuctep.

[To 1 6nucTepy B NayKy 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 aMoyasl 3
CBETO3AILMTHOrO CTEKJIa KOPHYHEBOTO
WIH  TEMHO-KOPHUHEBOrO  LIBETa
knacca I (USP). B BepxHell yacTtu
aMIyJibl HaHECEeHbl KOJBbLO W TOYKa
Juis paznoMa. Ha amnyny HakJieuBaroT
STUKETKY.

[To 10 amnyn ¢ HWHCTpyKLMEH O
NPUMEHEHUIO MOMELIAOT
B [IBX/amomuuuessblii OnucTep.

[To 1 6nucTepy B Mauky KapTOHHYIO;
o1 crauMoHapoB: no 2, 3, 5
6J11CTEPOB B NaYKy KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootsercTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aumuesHoM
OT CBeTa MecTe Mpu Temneparype He Bbile 25 °C. He 3amopaxuBars.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboBaHHAM HJ|

Conclusion: APPROVED /
3armouenue: OJJOBPEHO

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

Iloarororneno: Pardeep Kumar [Tposepeno: Himesh Kumar | Onobpeno: Menemxep / Pykosoaurens
__L/ g . Manoj Kumar \ _)? b (’

Reprint Date / Reprint Date / Reprint Date /

Hata:20.10.2022 Hara: 20.10.2022 Jara : 20.10.2022

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




