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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS et oS eom

CEPTHUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Kertopon® (keToposak) pacTBOp AJS BHYTPHBEHHOIO M BHYTPHMbILIEYHOrO BBeACHHS, 30 Mr/mn
Batch No / 1 V221064 Batch Quantity / : 272727ampules /
Cepusn Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001634959 Date of Analysis / : 20.12.2022
Anasmruyecknii oTuer Ne Jara aganuza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jara npon3soacTea T'ogen go
Analysis performed according ND / Anasin3 npoeaen no HJL: JTI1-001365-170222
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1}? Test / IlokazaTesb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless  solution. / | Clear colorless to pale yellow solution.
IMpo3paunsiii 6ecLBETHBIN pacTBOP. / Tlpo3zpauueiif OeCLUBETHBIH HIH
CBETIIO-KENTHIH pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
MoanuHHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen { Assay section) / Bpemena | (Assay section) / Bpemena
yAepAKUBaHUA OCHOBHEIX THKOB HA | YJAEPXKMBAHWA OCHOBHBIX IIMKOB Ha
XpoMarorpaMme HCIILITYEMOTO | XpoMarorpaMme UCOBITYEMOro
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBOpa HOJDKHbI COOTBETCTBOBATER
yIEp)KHBAHHA OCHOBHBIX IHKOB Ha | BpEMEHaM YIEPXMBaHHS OCHOBHBIX
XpomarorpaMme CTaHAAPTHOTO | IHKOB Ha XpoMaTorpamme
pacTBOpa KETOpONaka TPOMETaMHHA | CTAHAAPTHOrO PacTBOpa KETOPOIaKa
%4 HaNpoKCeHa (paspen | TpoMeTam{Ha M HampokceHa (pasfien
«KonmyecTBeHHOE ONpEleICHUEN) «KonuuecTBeHHOE OTIPEENICHUE)

3 Clarity / Ilpo3pa4uHocTb Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
nperapara He NOJDKHA NPeBbIIATL
ONANECIEHIHI0 STATOHa CpaBHEHHA .

4 Color / IlBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu [IMHE BOJIHBI
430 HM.
5 pH 7.33 From 6.9t07.9./0t16,9 no 7.9.

Remarks: The Product confirms to ND/
[Tpumeuanue: Iponykt cooTBeTcTBYeT TpeboBanuam HJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoarorosneHo: Pravesh Rana IMTposepeno: Ramakant Ono6peno: Menemxep / PykosoauTeb
P i Amit Kumar N\ =\
L ol Pt
Reprint Date / Reprint Date / Reprint Date /
Jata:20.12.2022 Jara: 20.12.2022 Jlata : 20.12.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Kertopon®™ (ketoponak) pacTsop Juisl BHYTPHBEHHOIO M BHYTPHMBILIEYHOrO BEEACHHA, 30 Mr/mn
Batch No / : V221064 Batch Quantity / : 272727ampules /
Cepus Ne O0Bem cepuu 272727 amnyn
Analytical Report No / : 890001634959 Date of Analysis / : 20.12.2022
AHaxuTH4yecKuii oTueT No Jara ananusza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npou3BOACTBA Foagen no
Analysis performed according ND / Ananus nposeges no HJI: JITT-001365-170222
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6 Particulate matter / MexaHHUeCKHEe BKJIIOYEHUSA

6A Visible particles /
BunuMbie 4acTHIbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B coOTBETCTBHH C TPeOOBAHUSIMUL

6B Invisible particles /
Hepuaumble 4aCTULIBL:

Hioxe npenena o6uapyxenus (IO = 0.014 %)

Any unspecified impurity /
EnunudHas HeuneHTUOULHI-

i. Particles > 10 pm/ 30 not more than 6000 per ampoule /
YacTtui pasMepom > He 6osiee 6000 Ha ammyiny;
10 Mxm
ii. particles > 25 ym/ 02 not more than 600 per ampoule /
YaCcTUL] pa3MEPOM > He 6onee 600 Ha ammyLy.
25 MKM
7 Related substances / PoacTBeHHbIE PHMeCH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / TIpumecs B Below Limit of Detection (LOD = 0.014 %)/ not more than 0.50 % / He Ooiee
Hinke npeacna obxapyxerns (IT0 = 0.014 %) 0.50 %:
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50 % / He Oonee
npejaena KONMYecTBEHHOro OnpcacicHuA 0 50 0/ .
(TIKO = 0.033 %) =%
Impurity D / Tlpumecs D Below Limit of Detection (LOD = 0.014 %) / 1(;02‘[0 1:/1ore than 0.20 % / He OGonee
B 0.

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

pOBaHHas NpUMeECh 0.06%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

Remarks: The Product confirms to ND/
pumeuanue: [poaykT cooTBeTcTRYeT TpeboBaHusM HJ

Conclusion: APPROVED /
Zaxaouenue: OJJOBPEHO

Prepared by /
IlonrotoeneHo: Pravesh Rana

2

Checked by /
[IpoBepeno: Ramakant,

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurenb

Reprint Date /
Jata:20.12.2022

Reprint Date /
Hara: 20.12.2022

@\W’Py Amit Kumar f’-L\ :;\-_///,

Reprint Date /
Jlarta : 20.12.2022
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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

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

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

Ipogyxr: Keropoa” (keToposnak) pacTBop A/ BHYTPUBEHHOTO H BHYTPHMBILLIEHHOTO BBCACHHS, 30 mr/mn
Batch No / 1 V221064 Batch Quantity / : 272727ampules /
Cepus Ne O6beM cepHE 272727 amnyn
Analytical Report No / : 890001634959 Date of Analysis / : 20.12.2022
AHanuTHYecKHi oTyeT Ne Hara ananausa

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

Jara npoH3BOACTBA Topen 00

Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-170222

Pace30f4/Crp.3 134

8 Extractable volume /
WseiekaeMblii 06beM

1.0ml/ 1.0 Mma

Not less than label claim (1.0 mL) /
He menee HomuHanbHoro (1,0 M)

9 Bacterial endotoxins /
Bakrepunajbnbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KEeTOpOJiaKa TpoMeTaMKHa.

10 Sterility (every 15th batch) /
CTepUJbHOCTD (A8 KaM10i
15-oii cepun)

COMPLIES

Must be sterile. / JlomxeH OBITb
CTCPHUIILHBIM.

11 Assay / KonnuecTBeHHOE

29.23 mg/29.23 mMr

From 270mg to 33.0mg of
C15H13NO;-CsH11NOs (ketorolac

11.84 %

onpejeseHue
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMuH) B 1 mi.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

Tpumeuanue: [Ipoaykr cooTseTcTBYeET TpebGoBanusm HJT

Conclusion: APPROVED /
Zakaouenne: OJOBPEHO

Prepared by /
[ToaroTtoeneno: Pravesh Rana

Checked by /
[Tposepero; Ramakant

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautens

Jara:20.12.2022

Hara: 20.12.2022

{ y t Amit Kumar N
Reprint Date / Reprint Date / Reprint Date /

Jlara : 20.12.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTH®HNKAT AHAJIA3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: Kertopon™ (keToponak) pacTBOp sl BHYTPHBEHHOIO W BHYTPHMBIMIEHHOrO BBEACHH, 30 mr/mn
Batch No / : V221064 Batch Quantity / : 272727ampules /
Cepus Ne O0BbeM cepuu 272727 amnyi
Analytical Report No / : 890001634959 Date of Analysis / + 20.12.2022
AHaJIuTHYIeCKHH oTueT Ne JlaTa anannia
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jdata npon3BoacTea I'oxen mo
Analysis performed according ND / Anaaus npoeeges no HJI: JI[1-001365-170222
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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 wMmn B aMnyasl U3
CBETO3aIUMTHOTO cTeKIa
kopuubesoro xiacca I (USP). B
BEpXHeH 4acTu aMIlylbl HaHECEHE
KONBIO M Touka ans paytoma. Ha
aMITyJly HaKIEHBAKOT 3TUKETKY.

ITo 10 amMnya ¢ MHCTPYKLHUEH IO
NPUMEHEHUIO MOMEILAOT
B [IBX/anroMUHKEBBIH OnHCTED.

ITo 1 6nMcTepy B IaUKy KaAPTOHHYIO.

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. /

IIlo 1 wMn B aMOoydasl U3
CBETO3ALIUTHOIO CTEKIIa KOPHYHEBOTO
WIH  TEMHO-KOpPUYHEBOTO  1BETa
kmacca [ (USP). B BepxHeit wactu
aMITyJibl HaHEeCeHbl KOJIbLO M TOYKa
s paziioMa. Ha ammnysty HaxjieuBaoT
ITHKETKY.

Ilo 10 ammyn c¢ UHCTpYKIMeH [10
MPUMEHEHHIO IOMEIAF0T
B IIBX/antoMuHueBbIH OnHCTED.

ITo 1 GaucTepy B Ma4Ky KapTOHHYIO;
IUld  CTauuoHapos: mo 2, 3, 5
ONMCTEPOB B NMAYKY KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBeTcTBrH ¢ HJL.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3alUiy1LeHHOM
OT CBETa MecTe IpH TeMnepaType He Bbiie 25 °C. He 3aMopaxuBarh.

16 Shelf-life / Cpok rognocTu

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
[pumeuanue: IIpoaykr cooTseTcTByeT Tpebopanusam HJY

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
[MoarorosneHo: Pravesh Rana

(r
e

Checked by /
[Tposepero: Ramakant
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o

Amit Kumar

Approved by: Manager/Executive /
OnobpeHo: MeH‘eﬁmep / PykoBOaMTEIb
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Reprint Date /
Hara:20.12.2022

Reprint Date /
Hara: 20.12.2022

Reprint Date /
Hara : 20.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com

=



