Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoayxT: Kertopon” (keToponak) pacTBop AJia BHYTPHMBEHHOIO ¥ BHYTPHMbILIEHHOIO BBECHHS, 30 mr/mn
Batch No / : V210622 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepHn 2,09,090 ammyn
Analytical Report No / : 890001535843 Date of Analysis / : 17.07.2021
AHaIHTHYECKHI oTUeT Ne JlaTa anaiausza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npou3BoAcTBAa Topen o

Analysis performed according ND / Auamas nposenen mo HJI: JII1-001365-231 118 (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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1;.? Test / IlokasaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

Ipo3payHsblii, becLBETHLIN pacTBOD.

solution. / Ilpo3paunsiil, 6ecUBETHBIH
UITH CBETJIO-XXENTHIH PacTBOP.

2 Identification /
HopiHnHHOCTB

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 ymepXuUBaHUA
OCHOBHBIX TIMKOB Ha
XpoMaTorpamme HCIBITYEMOTO
pacTBopa COOTBETCTBYIOT BPEMEHAM
YHEP)KHBAHUA OCHOBHBIX IHUKOB Ha
XpOMaTorpamMme pactBopa
CTaHOapTHBIX 00pa3LoB KETOpOoJiaka
TPOMEeTaMHHA ¥ HallpOKceHa (pasien
«KomuuecTBEHHOE OTpee/ICHUEN)

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) /
BpeMeHa yIepKHBaHHA OCHOBHBIX
MMKOB Ha XpoMaTorpamMme
MCOLITYEMOTO  PacTBOpPa  JOJDKHEI
COOTBETCTBOBATh BpeMeHaM
yIepXHBaHWs OCHOBHBIX IIMKOB Ha
XpoMaTorpamMme pacTBopa
CTaHJApPTHBIX 06pa3snoB KEeTOpoJaKa
TpOMETaMMHA M HaNpoKceHa (pasien
«KonMuecTBEHHOE OTIPEALIEHUE))

3 Clarity / Ilpo3pa4HocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npelapara He JOJDKHA TIPeBBIIIATh
OTAIECLEHIINIO STATIOHA CpaBHEeHUs L.

4 Color / IIBeTHOCTH 0.040 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpu IyIMHE BOJTHEI
430 M

5 pH 7.30 Between 6.9 and 7.9/6,9—-79

Remarks : The Product confirms to ND/

TIpumeuanue: IIpoaykT cooTseTcTBYeT Tpebosanusm HJT

Conclusion : APPROVED /
Zakmouenune: OJOBPEHO

Prepared by /
Tlonrorosneno: Pardeep Kumar

-

—

Checked by /
[Tposepeno: Himesh Kumar

—

Approved by: Manager/Executive /
Onobpeno: MeHemxkep ;"_\FyKOBOI[I/ITeJ'IL

- Amit Kumar /3///-

Reprint Date /
JHara: 17.07.2021

Print Date /
Hara: 17.07.2021

Print Date /
Jata: 17.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product : /

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

Ilpomykr: Keropon" (keroponak) pacTsop /i BHYTPHBEHHOIO W BHYTPUMEILIEHHOTO BBCACHHH, 30 mMr/mMa
Batch No / : V210622 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001535843 Date of Analysis / : 17.07.2021
Apagurudeckuii oruer Ne Jlara anannsa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoH3BOACTBA T'ogen ao

Analysis performed according ND / Ananu3s nposejiex no HJI: JI[1-001365-231118 (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 / MexaHu4ecKue BKJIIOYCHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
BunNMble YaCTHUbI B cOOTBETCTBHH C TpeOOBAaHUAMHU
6B Invisible particles /
HepuauMbie yacTHIBL:
i. Particles> 10 pm/ 22 Not more than 6000 per ampoule /
YacTULIbl pa3MePOM > He 6onee 6000 Ha ammyiy;
10 MxM
ii. Particles>25 pm/ 1 Not more than 600 per ampoule /
YacTHLbl pa3sMEPOM = He 6onee 600 Ha ammyy.
25 MKkM
7 Related substances / PoacreenHble npuMecH
Impurity A / TIpumecs A 0.14% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / TIpumecs B Not Detected Not more than 0.50 % / He 6Gonee
0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6Gonee
’ 0,50 %
Impurity D / IIpumecs D Not more than 0.20 % / He 6Gonee
BDL (Disregard Area 1963) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6Gonee
EnuHu4HAs HEMIEHTUQHIIH- 0.05% 0,20 %
pOBaHHas PUMECH
Total impurities / Cymma 0.19% Not more than 1.50 % / He Gonee
npuMeceii 1,50 %

Remarks : The Product confirms to ND/
IIpumeyanne: [1pofyKT COOTBETCTBYET TpeOOBAHHAM HIT

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
ToarotosneHo: Pardeep Kumar

L

Checked by /
[Tposepeno: Himesh Kumar

=l

Approved by: Manager/Executive /

Opobpeno: Menemkep / PykoBoaurens
Amit Kumar =

Reprint Date /
Iara: 17.07.2021

Print Date /
Jara: 17.07.2021

Print Date /
JHaTa; 17.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@@dreddys.com
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

IIponykr: Ketopon" (keTopornak) pacTBop Afid BHYTPHBEHHOTO 1 BHYTPUMBIILEYHOTO BBEIeHHs, 30 Mr/Mil
Batch No / : V210622 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0neM cepnH 2.09,090 amnysn
Analytical Report No / : 890001535843 Date of Analysis / : 17.07.2021
AHanuTHYecKHi oTuer Ne JlaTa anaausa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
|JaTa npoH3BOACTBA TI'omen g0

Analysis performed according ND / AHa;iu3 npoBeJeH 1o HJI: JI-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /n3m.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3eaekaemelii 06beM

1.1ml/1.1 M

Not less than label claim (1.0 mL) /
He Menee HomuHansHoro (1,0 mi)

9 Bacterial endotoxins /
BaxTepuajibHble
3H/I0TOKCHHBI

<=(.725EU/mg /
<=0.725ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6Gomee 5,8 ED/mMr
KETOpOJIaka TPOMETaMHHA

10 Sterility / CTepuJLHOCTD

Complies / CTepuneH

Should be sterile / CtepuneH

11 Assay / KonnuecTseHHOe onpeaesieHne

a) Ketorolac tromethamine /
KeToposaka TpoOMETaMHH

b) Sodium chloride / Hatpus
XJIOpU

29.37 mg/29.37 mr

4.30 mg/mL / 4.30 Mr/mMn

From 27.0mg to 33.0mg of
C15sH13NO;- C4H 11 NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
mo 33,0wmr C1sH13NOs3- C4H11NOs
(keTopoJiaka TpPOMeTaMuH) B 1 Mt

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 Mr/man 10 4,5 Mr/mMi

12 Alcohol content / ITaHOI

11.82%

Between 10.60 % and 12.60 %/
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
[Ipumeuanne: [IpoayKT COOTBETCTBYET Tpeborarusm HJI

Conclusion : APPROVED /
3axmoyenune: QJIOBPEHO

Prepared by / Checked by /
Toarorosneno: Pardeep Kumar

-

—

Iposepeno: Himesh Kumar

Approved by: Manager/Executive /
OmnobpeHo: Meueu)l{eRI PykoBoauTeb

Amit Kumar P//

Print Date /
Jata: 17.07.2021

Reprint Date /
Jata: 17.07.2021

Print Date /
Jara: 17.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayrr: Ketopon® (keToponak) pacTBOp Ul BHYTPHBEHHOTO 1 BHYTPHMbILICHHOTO seeieHus, 30 Mr/mMi
Batch No / : V210622 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6beM cepuu 2,09,090 amnyn
Analytical Report No / : 890001535843 Date of Analysis / : 17.07.2021
AdanuTH4ecKHii oTueT Ne JlaTa ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa nmpoH3BOJACTBA Tonen go

Analysis performed according ND / Anann3 nposejes no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnaxkoBka 1 L in class  amber glass ampoules | 1mL 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.

Ilo 1 Mn B aMIynsl K3 TEMHOTO
crexna knacca I (USP). B epxueit | Ilo 1 mi B aMIynbl U3 TEMHOTO CTEKIIA
4aCTH aMIyJibl HaHECEeHb! KOJNBLO M | kiacca I (USP). B Bepxmed 4vactd
Touka UIA pasnoma. Ha aMmydy | aMilyJbl HAaHCCEHB! KOJNBLO M TOUKA

HaKJICUBAIOT STUKETKY. 1ist paszioma. Ha amiryity Hax/nenBaroT
Mo 10 aMmyn ¢ HHCTPYKUMEH IO | 3THKETKY.

TIPUMEHEHHIO nomemaroT | o 10 ammyn ¢ MHCTpYKUHEH IO
B [IBX/aOMIHHEBBIH ONHCTED. NpUMEHEHHIO OMELIAIT

Tlo 1 GiucTepy B Mauky KapToHHyro. | B [IBX/amoMHHHEBbIA onucrep.

Tlo 1 6nucTepy B [TAUKy KaPTOHHYIO,
o5  cTaudoHapoB: mo 2, 3, 5
GIMCTEPOB B MAUKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cooteercTBuy ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aluIleHHOM
XpaHeHne OT cBeTa MecTe IpH TemmepaType He Boiile 25 °C. He 3aMOpaXxuBaTh.
16 Shelf-life / Cpok rogHocTu 3 years / 3 roza.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: ITpoyKT COOTBETCTBYET TPEOOBAHHAM HJ Baxaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

TTonrotosneno: Pardeep Kumar | [Nposepeno: Himesh Kumar Onobpeno: Menekep i PykoBOaHUTEND

[ c>L_,_,_/—’_) Amit Kumar P'//

Reprint Date / Print Date / Print Date /
Hara: 17.07.2021 JMara: 17.07.2021 Jlara: 17.07.2021
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