Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

IIponykrT: Keropon® (keToponiak) pacTBOp A/l BHYTPHUBEHHOTO M BHYTPUMbILIEYHOTO BBeAeHUs, 30 Mr/mn
Batch No / : V210009 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O0bem cepun 2,30,000 ammyn
Analytical Report No / : 890001504172 Date of Analysis / : 30.01.2021
AHaauTHYecKHH oTyeT Ne Jata anasmmza
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npou3BoACTBA T'ogen oo

Analysis performed according ND / Auanu3s uposeaen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page1 of4/Crp. 1 m3 4

1;.3 Test / Iloka3aTens Results / PesyjabTaThl Specification / Hopma
1 Description / Onucanue Clear, colorless  solution. / | Clear, colorless to pale yellow
[Ipo3pauHklii, 6ecupeTHBI pacTBOP. solution. / [Tpo3pauHsblil, OecLBETHBIN
HJIH CBeTJIO JKeJITLIi pacTBOop.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoaMHHOCTL peaks in the chromatogram of test | in the chromatogram of test solution
solutlon correspond 1o those in the | should correspond (o 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) / Bpemena ynepxupaHus | Bpemena ynepXuBaHUA OCHOBHBIX
OCHOBHBIX NIMKOB Ha | THKOB Ha XpoMmarorpaMmme
XpoMaTorpamme HCIILITYEMOTO | HCOBITYEMOrO  pacTBOpPa  AOJIKHEI
pacTBopa COOTBETCTBYIOT BPEMEHAM | COOTBETCTBOBATD BpeMeHam
yIEP)KHBAaHMSI OCHOBHBIX NMUKOB Ha | YAEPXKHUBaHUA OCHOBHBIX IIMKOB Ha
XpoMaTorpaMme pacTBOpa | Xpomarorpamme pacTBopa
CTaHIAPTHHIX 00Pa3lOB KeTOpoJiaka | CTaHAApTHHIX OOpa3LoB KeToposaka
TPOMETAMKHA 1 HAalPOKCeHa (pasjieNl | TpOMeTaMHHA M HamnpokceHa (pasnen
«KonuyecTBEHHOE ONIpEeJEIeHUE)) «KonuyecTBeHHOE OTIpesieieHIe))

3 Clarity / Ilpo3pa4HnocThb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He AOJDKHA IIPEeBbIILATh
OTafIeCICHIIMIO 3TaJIOHA CPaBHEHuA 1.

4 Color / IleTHOCTH 0.03 Abs Not more than 0.20 at 430 nm /

He 6ounee 0,20 npy ANMHE BOJIHBI
430 am
5 pH 7.31 Between 6.9 and 7.9/6,9 - 7,9

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipoaykr cooTBercTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /

=

Checked by / Approved by: Manager/Executive /
Monrorosneno: Pardeep Kumar | IIpoeepeno: Himesh Kumar | OnoOpeno: Menemxep / P_\B\'OBO,HHTEIIL

—— Manoj Kumar
c—-_-.J——," ] [N L

Reprint Date / Print Date / Print Date /
Hara: 30.01.2021 Hara: 30.01.2021 Jarta: 30.01.2021
Femsiered Olfice: 8-2-377, Koad No. 3, Banjara TIIls. Hyderabad - SUTUSS, AT, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys com
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Ketopon® (keToposak) pacTBOp Jisi BHYTPUBEHHOIO W BHYTPUMBIIUIEYHOrO BBeAeH!s, 30 Mr/ma
Batch No / : V210009 Batch Quantity / : 2,30,000 ampules /
Cepus Ne Ob6bem cepuu 2,30,000 ammyn
Analytical Report No / : 890001504172 Date of Analysis / : 30.01.2021
AHanuTHYyecKHii oTuer Ne Jara anannza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
Jata npoussoacrea T'ogen no
Analysis performed according ND / Auanu3 nposexen mo 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 / Mexannyeckue BKIHUYEHHUS

6A Visible particles /
BuaymMeie yacTHb

6B Invisible particles /
HeBuanumbie YaCTHLIBI:

Complies / CooTBeTcTBYET

Should correspond to requirements /
B cooTBeTCTBHU C TpeOOBAHUAMHU

BDL (Disregard Area 1803)

Any unspecified impurity /

i. Particles > 10 pm / 9 Not more than 6000 per ampoule /
YacTuLs! pazMepom > He 6onee 6000 Ha ammyny;
10 MkM
ii. Particles > 25 pm/ 1 Not more than 600 per ampoule /
YacTtuusl pazMepom > He Gonee 600 Ha amnyay.
25 MKM
7 Related substances / PoacTBeHHBIC IPUMeCH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He ©onee
0,20 %
Impurity B / Ilpumecs B BDL (Disregard Area 1803) Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6Gomee
' 0,50 %
Impurity D / IIpumecs D Not more than 0.20 % / He Oonee

0,20 %

Not more than 0.20 % / He Gomnee
0,20 %

EnuniaHas HeugeHTu - 0.05%

poOBaHHas IPUMECH

Total impurities / Cymma 0.25% Not more than 1.50 % / He Gonee
npuMeceit 1,50 %

Remarks : The Product confirms to ND/
[Mpumeuanue: [TponykT coorBeTcTByeT Tpeboanmsam HJI

Conclusion : APPROVED /
3aknawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moaroroeneno: Pardeep Kumar | ITposepeso: Himesh Kumar | Onobpeno: Menemxkep / Pykosoaurens
J_ . . } ("> | Manoj Kumar W‘l b
S5 « /
Reprint Date / Print Date / Print Date /
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUHO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (keToposiak) pacTBOp Uil BHYTPUBEHHOTO U BHYTPHUMBILLEYHOrO BBeAeHHs, 30 mMr/ma
Batch No / : V210009 Batch Quantity / :+ 2,30,000 ampules /
Cepus Ne O06BeM cepun 2,30,000 amnyn
Analytical Report No / : 890001504172 Date of Analysis / : 30.01.2021
AHajuTHYecKH# oTueT Ne Jara anannza
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
Jata npon3BogcTea I'onen oo
Analysis performed according ND / Ananu3 nposenen mo HJI: JITT-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)
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8 Extractable volume / 1.1mi/ 1.1 mn Not less than label claim (1.0 mL) /
H3piiekaemblii 00bem He Menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuasbHbie <=0.725ED/mMr tromethamine / He 6onee 5,8 EQ/Mr
3HIOTOKCHHBI KETOpoJIaka TPOMEeTaMHHa

10 Sterility / CTepuiabHocTh Complies / Crepunes Should be sterile / Crepunen
11 Assay / KonuyecTBeHHOE onpeaeseHue
a) Ketorolac tromethamine / 29.68 mg / 29.68 Mr From 27.0mg to 330mg of
Keroponaka TpoMeTaMHH C15H13NO3- C4H 1 1NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
ao 33,0 MI C13H13}T03'C4H11N()3
(xeToponaka TpoMeTaMMH) B 1 MJ
b) Sodium chloride / Hatpus 4.27 mg/mL / 4.27 Mmr/mMn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOPHA Ot 4,2 Mr/Ma no 4,5 Mr/mn
12 Alcohol content / ITaHon 11.93 % Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: IIpoaykT coorBeTcTBYeT TpebopanusM HJI 3axiawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

INoarotoeneno: Pardeep Kumar | IIposepeno: Ilimesh Kumar | Omobpeno: Menemxcep / PykoBoauTeb

[ - — S P Manoj Kumar
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopoa® (keToponak) pacTBop Ajisi BHYTPHMBEHHOIO ¥ BHYTPUMbILIEYHOrO BBeAeHU, 30 Mr/ma
Batch No / : V210009 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O61em cepun 2,30,000 ammyn
Analytical Report No / : 890001504172 Date of Analysis / : 30.01.2021

AHaJIHTHYeCKHH oTyeT No

Jata anajausa

Date of Manufacture /
Jdara npon3soacTBa

: Jan-2021

Tonen go

Date of Expiry /

: Dec-2023

Analysis performed according ND / Ananuz nposenen no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3am.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 / Ynaxonicn 1 ml.in clase T amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cul ring and point in (he
npper part of ampoule, A lahel is | upper part of ampoule., A label is
attached to ampoule. attached to ampoule.

10 ampoules and a patient | 10 ampoules and a patient intormation
information leatlet in a | leatlet in a 'V /alummum blister.
I'VC/alommum blister. | bliatera in a carton paoolg
1 blisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack.
o 1 M1 b amIynnr M3 TCHIIOTO
viwtatd taacka I (UGD), D weprennit | TIao 1w s poninyines wy Tonesers @ mevwn
YacTH aMIIyJibl HaHeceHbl konblio | knacca [ (USP). B Bepxuell yactu
Touka Iy pasnoMa. Ha amnyny | amIy/nsl HaHECEHBI KOJBLO M TOYKa
AKTOHDAIOT ATHIOTICY. AN pirsnoni TRUCmMIyny i
IIo 10 ammynm ¢ MHCTPYKLMEH 0O | OTHKETKY.
MPUMEHEHHUIO nomemiaior | IlTo 10 ammyn ¢ HMHCTpyKUuMEH 110
B [IBX/amoMuHueBBIH GIHCTED. TIPUMEHEHUIO [IOMEILAT
Mo 1 Giuctepy B nauky kaproHuyio. | B lIBX/amomuHueBslit dmucTep.
ITo 1 6iuctepy B MauKy KapTOHHYIO;
Ui craiuoHapoB: mno 2, 3, 5
GJIMCTEPOR B MTAYKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBetcTBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumensoM
XpaHeHnue OT CcBeTa MecTe mpu TeMrepatype He Beime 25 °C. He 3aMopaxuBaTh.
16 Bhelt-lite / Cpox roanocTn 3 years /3 rona.

Remarks : The Product confirms to ND/

Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

Ioarorosneno: Pardeep Kumar | Ipoeepeno: Himesh Kumar | Omgob6peno: Menemxep / Pykosoaurens
i ) ~—~ | Manoj Kumar W

Reprint Date / Print Date / Print Date /
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