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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Ipoayxr: Ketopon™ (keToponak) pacTBop Asisi BHyTPUBEHHOIO H BHYTPUMbILIEYHOTO BBEAEHHs, 30 Mr/mn
Batch No / : V210939 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546358 Date of Analysis / : 17.09.2021

AnanuTndeckdi oryeT Ne

JlaTta anaiauza

Date of Manufacture / 1 Aug-2021 Date of Expiry / : July-2024

JaTa npou3zBoAcCTBa

Toxen go

Analysis performed according ND / Ananmu3 nposegen mo HJ: JITT1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3zm.Ne 2 ot 24.08.2020)

Page 1 of 4/ Ctp. 1 n3 4

No

No Test / [Toka3zarennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onncauune Clear colorless solution. / | Clear, colorless to pale yellow
IIpozpauHblit, 6ecLBETHEII pacTBOP. solution. / ITpo3paunslii, 6ecuBeTHBIN

WUJIA CBETJIO-KENThII pacTBOP.

2 Identification /
TTopnnHHOCTH

The retention times of the main | The retention times of the main peaks
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 ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHa ynepxuBaHus | BpemeHa ynepKHBaHMA OCHOBHBIX

OCHOBHBIX IIHKOB Ha | IHKOB Ha XpoMaTorpamme
XpOMaTorpamMmme HCIILITYEMOTO | MCIIBITYEMOIO  pacTBopa  JOJDKHEI
pacTBopa COOTBETCTBYIOT BpeMeHaM | COOTBETCTBOBAThH BpeMeHaM
YAEPXKUBAHUA OCHOBHBIX NUKOB Ha | YACP)KHBaHHS OCHOBHBIX ITHKOB Ha
XpOMAaTorpamMmme pacTBopa | XpoMmaTorpamme pacTtBoOpa

CTaHIAPTHBIX 06p213Ll0B KeTopoJaka CTaHAAapTHBIX 06pa3u013 Ke€TOpoaaKa
TpOMETaMHHa U HAlIpOKCEHa (pa3z[en TPOMETaMHWHa U HaIpPpOKCEHa (pa311en
«KonuuecreeHHOE onpeneneﬂue») «KomuyecTBeHHOE OHpC)ICJ'IeHPIC»)

3 Clarity / Ilpo3payHocThb

Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuys
npenapara He J0JDKHa IIPEBLILATh
ONaIECLICHIIHMIO 3TANIOHa CpaBHeHMs .

4 Color / IlBeTHOCTH 0.041 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu AnMMHe BOITHB
430 uM
5 pH 7.34 Between 6.9and 7.9/6,9-7.9
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: Iponykr coorBeTcTBYeT TpeboBanusam HJJ 3axaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosnexo: Pardeep Kumar

el

IIposepeno: Himesh Kumar | Opgo6peno: Menemxkep / PykoBoaurens

C'd\-——’”'“ Kusum Lata w .

Reprint Date /
Hara: 17.09.2021

Print Date / Print Date /
JHara: 17.09.2021 Jara: 17.09.2021

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
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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

CEPTUOHUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykT: Ketopon" (keroposiak) pacTBop [ulsi BHYTPUBEHHOTO H BHYTPUMBILIEUHOTO BBEAEHHUS, 30 Mr/mn
Batch No / : V210939 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne O61bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546358 Date of Analysis / : 17.09.2021
AnannTHYeckHil oTyer No Jlara ananuza
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
JaTa mpou3BoacTBa Togen mo

Analysis performed according ND / Ananus nposened no H/I: JIIT-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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6 Particulate matter / MexaHuuyeckue BKIIOYEHHUS

6A Visible particles /
BuavMble YacTHLbI

Complies / CooTBeTCTBYET

Should correspond to requirements /
B cooTBeTCcTBUH ¢ TpeboBaHUAMH

6B Invisible particles /
HeBuauMeble 4aCTHURL:

i. Particles> 10 pm/ 247 Not more than 6000 per ampoule /
YacTuupl pasMepoM > He 6onee 6000 Ha ammyny;
10 mxm
ii. Particles> 25 pm/ 21 Not more than 600 per ampoule /
YacTHLe!l pasMepom > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PogecTBennble npumecu
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6oxee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He 6oinee
0,50 %
Impurity C / IIpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gonee
' 0,50 %
Impurity D / ITpumecs D Not more than 0.20 % / He 6osnee
BDL (Disregard area 1780) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6ouee
EnvHu4Has HEUIEHTUDHULIH- 0.08% 0,20 %
pOBaHHas MPUMECh
Total impurities / Cymma 0.34% Not more than 1.50 % / He 6onee

npuMeceit

1,50 %

Remarks : The Product confirms to ND/
IIpumeuanue: IIpogykr coorBeTcTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3axaoyenue: OJJOBPEHO

Prepared by /
[Toarororneno: Pardeep Kumar

Checked by /
IIpoeepeno: Himesh Kumar

Q—J—/’o

~

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurensb
Kusum Lata

i b

Reprint Date /

Hara: 17.09.2021

Print Date /
Hara: 17.09.2021

Print Date /
Hara: 17.09.2021
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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

CEPTUOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxkr: Keropon™ (keToposak) pacTBop ajisi BHYTPUBEHHOIO U BHYTPHMBILICUHOIO BBEACHHUS, 30 MI/Mi
Batch No / : V210939 Batch Quantity / : 2,09,090 ampules /
Cepus Ne OobeM cepuu 2,09,090 amnyn
Analytical Report No / : 890001546358 Date of Analysis / : 17.09.2021
AnasuTHyecknii oryer Ne JlaTra anannza
Date of Manufacture / : Aug-2021 Date of Expiry / ¢ July-2024
Jata npon3BoacTBa I'onen 1o

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page3 of4/Crp.3u3 4

8 Extractable volume /
H3Bnexaemblii 00Lem

1.0ml/ 1.0 M

Not less than label claim (1.0 mL) /
He menee HomuHanbHoOTO (1,0 MIT)

9 Bacterial endotoxins /
BakrepnajbHble
SHIO0TOKCUHBI

<=0.725EU/mg /
<=0.725E3/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 ED/mr
KeTopoJiaka TpOMeTaMHHa

10 Sterility / CrepunbsHocTh

Complies / Ctepunex

Should be sterile / Crepunen

11 Assay / KoninyecTBeHHOe onpeaeneHue

a) Ketorolac tromethamine /
KeToponaka TpoMeTaMHH

XJIOpHUJL

b) Sodium chloride / Hatpus

30.02 mg/30.02 mr

4.28 mg/mL / 4.28 mr/mn

From 27.0mg to 33.0mg of
Ci15sHi13NO3 C4H ;1 NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
o 33,0 Mr C[5H13N03‘C4H11NO3
(xeToposiaka TpoMeTaMuH) B 1 M1

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 Mr/mn no 4,5 mMr/mia

12 Alcohol content / ITanon

11.69 %

Between 10.60 % and 12.60 %/
Or 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
[Ipnmeuanue: [IpoaykT cooTBeTcTBYET TpeboBauumsm HII

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

IoarotosneHo: Pardeep Kumar

Checked by /
ITpoeepeno: Himesh Kumar

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

Kusum Lata 2 —

Reprint Date /
Hara: 17.09.2021

Print Date /
Hara: 17.09.2021

Print Date /
Jara: 17.09.2021
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : /

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

IIpoaykr: KeTopon® (keToponak) pacTBop Uil BHyTPUBEHHOIO M BHYTPUMbIILIEYHOTO BBEAEHHS, 30 Mr/ma
Batch No / : V210939 Batch Quantity / : 2,09,090 ampules /
Cepns Ne O06Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546358 Date of Analysis / : 17.09.2021
AnannTuyeckuii oryet No Jara ananuza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

JaTta npou3BoacTBa Tonen no

Analysis performed according ND / Ananu3 nposegen no HJI: JITI-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page4 of4/Ctp. 4u3z 4

13 Packaging / YnaxoBka 1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is
attached to ampoule. attached to ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack.
ITo 1 Mn1 B aMmynsl W3 TEMHOTO
crexna knacca I (USP). B Bepxueit | ITo 1 Mn B aMnymibl U3 TEMHOTO CTEKIA
YaCTH aMIIyJbl HaHeceHsl konelo U | knacca I (USP). B BepxHeli yacTu
ToYKa 118 paszjioMa. Ha amnyny | ammyiasl HaHeCEHBl KONBLUO U TOYKa
HaKJIEUBAIOT ITHKETKY. 111 pasnoma. Ha aMmysy HakneusaioT
[To 10 ammyn ¢ HHCTpyKUMEH MO | STHKETKY.
MIPUMEHEHUIO noMemaot | Ilo 10 ammyn ¢ MHCTpyKuuei mo
B [IBX/anoMuHueBEIH GIHCTED. NIPUMEHEHUIO IOMELLAKOT
I'lo 1 6imcTepy B MauKy kapToHHy10. | B [IBX/anmroMuHHEBbI GnucTep.
I[To 1 6nucTepy B MaYKy KapTOHHYIO,
Ul cTauuMoHapo: mo 2, 3, S
OnMCTEpPOB B MUKy KAPTOHHYIO.
14 Labelling / Mapkupogeka According to ND / B cootBetctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiuunieHHoM
XpaHeHue OT CBETa MECTe IIpU Temmnepartype He Bollue 25 °C. He 3amopakuBatsh.
16 Shelf-life / Cpox rogHocTu 3 years / 3 roga.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: [IpomykTt coorBercTByeT Tpeboanuam HJT 3axmouenne; OJOBPEHO -

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

ITogroroeneHo: Pardeep Kumar | Ilposepeno

: Himesh Kumar | Omo6peno: Menenxep / PykoBoaurens

N : Kusum Lata &&éz '

Reprint Date / Print Date /

Print Date /

Hara: 17.09.2021 Hara: 17.09.2021 Jara: 17.09.2021
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