Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

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

IIpoaykT: Kertopon® (keToponak) pactsop 1Sl BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEACHUS, 30 MI/mn
Batch No / : V210926 Batch Quantity / : 2,09,090 ampules /
Cepun Ne O6Bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001544056 Date of Analysis / : 04.09.2021
AnanuTuyeckuii otyeT Ne JlaTa ananuza

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

Jarta npoH3BoiCcTBa TI'ogen go

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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[Tpo3pauHsblii, 6ecBETHEIN pacTBOP.

i.? Test / [lokazaTenb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanne Clear colorless solution. / | Clear, colorless to pale yellow

solution. / [Ipo3padHsii, OECLBETHBIH
WY CBETJIO-XKETBIH PacTBOpP.

2 Identification /
IMogMuKHHOCTDL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMaTorpaMmme

IMTHKOB

YAep>KMBAHUS OCHOBHBIX ITMKOB
XpoMaTorpamme

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpeMeHa ymepXUBaHUs

Ha

HCTIBITYEMOr0
pacTBOpa COOTBETCTBYIOT BpEMEHAM

Ha

pactBopa
CTaHJapTHBIX 00pa3LoB KeTopolaka
TpOMEeTaMIHa i HAIIpOKCeHa (pasaen
«KonmuecTBeHHOE OTIPEIENEHUE)

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 yIOepXHBaHMA OCHOBHBIX
MHKOB Ha XpOMaTorpamMMe
HCOBITYEMOTO  PacTBOpa  JOJKHBI
COOTBETCTBOBATh BpeMeHaM
yIEpXUBaHHS OCHOBHBIX IHKOB Ha
XpOMaTorpaMme pacTtBopa
CTaHAApPTHEIX 06pa3LoB KeTopojaka
TpOoMeTaMHHa W HampoxceHa (paszuen
«KoNu4ecTBEHHOE OIPE/IeNICHUEY)

3 Clarity / IIpo3pa4yHocTh

Complies / CoOoTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHus
nperapara He JOJKHA NIPEeBbILIaTh
OMaJIeCIEHITHIO STANOHA CpaBHEHMS 1.

4 Color / IlBeTHOCTH 0.047 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpH IIMHE BOJIHBI
430 HmM

5 pH 7.28 Between 6.9 and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoRyKT cooTBeTCTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
TMoarotosneno: Naresh Kumar

(=

-

Checked by /
Ipoeepeno: Himesh Kumar

LY

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTensb
Pawan Kumar

Reprint Date /
Hata: 04.09.2021

Print Date /
Jata: 04.09.2021

Print Date /
Jara: 04.09.2021
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CERTIFICATE OF ANALYSIS

CEPTHD®HUKAT AHAJIT3A

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

ponykr: Ketopon™ (ketoponak) pacTsop AUl BHYTPUBEHHOTO M BHYTPHMBILIEUHOTO BBCACHHA, 30 mr/mn
Batch No / : V210926 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0Bem cepun 2,09.090 amnya
Analytical Report No / : 890001544056 Date of Analysis / : 04.09.2021
AHaIHTHYECKUI oTueT No JlaTa aHanusza

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

Jdara npoM3BoJCTBA T'ogen g0

Analysis performed according ND / Anayu3 nposesen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend No 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4ecKue BKIIIOUEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
BuayMble 4acTHLIBI B cooTBeTCTBUH ¢ TPeOOBAaHUAMH
6B Invisible particles /
HepuayMble YacTHIIBL:
i. Particles> 10 pm/ 26 Not more than 6000 per ampoule /
YacTyLbl pa3sMePOM 2 He 6onee 6000 Ha ammmyy;
10 MxMm
ii. Particles > 25 pm/ 4 Not more than 600 per ampoule /
YacTuupl pasMepoM > He 6onee 600 na amnyny.
25 MKM
7 Related substances / PoacTBenHble MPUMECH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6oxee
0,20 %
Impurity B / IIpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / ITpumecs C L o Not more than 0.50 % / He 6onee
than LOQ (0.033%
ess than LOQ ( 0) 0.50 %
Impurity D / [Tpumecs D Not more than 0.20 % / He 6oiee
BDL (Disregard area 1737) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHvynas HeuaeHTUGULHN- 0.06% 0,20 %
pOBaHHas IPUMEChH
Total impurities / Cymma 0.32% Not more than 1.50 % / He 6Gonee
npuMecei 1,50 %

Remarks : The Product confirms to ND/
[Mpumeuanue: IIpoaykT cooTBetcTByeT Tpeboranuam HJI

Conclusion : APPROVED /
3akmaouenune: OJOBPEHO

Prepared by /
Ioarorosneno: Naresh Kumar

&

Checked by /
IMposepeno: Himesh Kumar

EJ———/./‘)

Approved by: Manager/Executive /

Opobpeno: Menemxep / PykoBoauteis

Pawan Kumar /Q

Reprint Date /
Hara: 04.09.2021

Print Date /
Hara: 04.09.2021

Print Date /
Jara: 04.09.2021

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
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CERTIFICATE OF ANALYSIS

CEPTUHPHUKAT AHAJIM3A

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

Ilpoaykr: KeTopon™ (keToponak) pacTsop Ans BHYTPHBEHHOIO ¥ BHYTPHMBILICHHOrO BBCACHHA, 30 mr/mn
Batch No / : V210926 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepn 2,09,090 amnyn
Analytical Report No / : 890001544056 Date of Analysis / : 04.09.2021
AHanuTndeckuii oTuer No JlaTa ananuza

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

Jlata mpoH3BOACTBA Toxen o

Analysis performed according ND / Ananus nposenen no HJL: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3siiekaeMblii 06bem

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

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHble <=0.725E3/mMr tromethamine / He Gonee 5,8 ED/Mr
3HAO0TOKCHHBI KeTOpoJlaka TPOMETaMHUHA

10 Sterility / CTepuibHOCTh Complies / CrepuiicH Should be sterile / Ctepunen

11 Assay / KosinuecTBeHHOe onpee/ieHue

a) Ketorolac tromethamine / 29.66 mg / 29.66 Mr From 270mg to 33.0mg of

KeToponaKa TPOMETAMHUH

C15sH13NO;: C4H 1 1NOs (ketor olac
tromethamine) per 1 mL / Ot 27,0 mr
o 33,0mr CysHisNO3-CiH1NOs
(keToponaka TPOMETaMUH) B 1 MIT

b) Sodium chloride / Hatpus 4.37 mg/mal / 4.37 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUA Ot 4,2 Mr/mi o 4,5 MI/MI,
12 Alcohol content / ITanoJ 11.48 % Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Ipoaykr coorsercTByeT TpeboBannam HJL Jaximouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tonroroneso: Naresh Kumar | IIposepeno: Himesh Kumar | Omo6peno: Menemxkep / PykoBonutens

—

Reprint Date /
Hara: 04.09.2021

C\,—‘;—”//:;) Pawan Kumar /%,

Print Date /

Print Date /
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon™ (keToponak) pacTBOp Ans BHYTPUBEHHOIO W BHYTPUMBILIEYHOTO BBEACHHA, 30 mr/mn
Batch No / : V210926 Batch Quantity / : 2,09,090 ampules /
Cepust Ne : O6bem cepun 2,09.090 amnyn
Analytical Report No / : 890001544056 Date of Analysis / : 04.09.2021
ARagaTHyeckuil oTyer Ne Jara ananusza

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

JlaTta npon3BoACTBA Togen po

Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-231118 (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 / YnakoBka 1 mL in class ] 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.

Ilo 1 M1 B aMmmynbl U3 TEMHOIO
creita xnacca I (USP). B epxueit | Ilo 1 Mt B aMImysibl U3 TEMHOT'O CTEKIIA
YacTH aMIynsl HaHeceHsl konbo M | knacca I (USP). B BepxHel yacTu
Toyka Onsa pasioma. Ha aMmyny | amilysibl HaHECEHBI KONBLO M TOYKA

HAKIIEUBAIOT ITUKETKY. st paznoMa. Ha ammynly HakieusaroT
[To 10 ammyn ¢ WHCTpYKUMEH IO | STUKETKY.

TIPUMEHEHHIO poMemator | I[To 10 ammym ¢ MHCTpyKUMEH [0
B [IBX/amoMiHKeBkIH OnHCTED. TIpUMEHEHUIO IIOMELIAIOT

Tlo 1 6KcTepy B Mauky KapToHHywo. | B [IBX/amomuHueBbIH OIHCTED.

ITo 1 6uMcTepy B MA4YKy KapTOHHYIO;
Uil cTandoHapoB: mo 2, 3, 5
6NUCTEPOB B MAYKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B coorserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B saiuuiieHHOM
XpaHeune OT cBeTa MecTe npH TeMmeparype He Boiile 25 °C. He 3aM0OpaxUBaTh.
16 Shelf-life / Cpox ropHocTH 3 years / 3 roza.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IpoxykT coorsercTyer Tpebosanam HJI 3axnouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Tlomrotosneno: Naresh Kumar | Ilpoeepeno: Himesh Kumar | Onobpeno: Menemkep / PykoBoautes

.

Pawan Kumar X_L‘
[
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