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C

ERTIFICATE OF ANALYSIS

CEPTHOHNKAT AHAJIM3A

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
www.drreddys.com

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

Hpoaykr: Keropon" (keToposak) pacTBOp AJisi BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOIrO BBEICHHS, 30 mr/mn
Batch No / : V211025 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001548423 Date of Analysis / : 28.09.2021
AHanuTHYeCKHi oTueT Ne JlaTa aHaM3a

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

JaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Ananns nposegen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 o1 24.08.2020)

Page 1 of 4/ Crp. 1 n3 4

i.:) Test / IlokazaTennb Results / Pe3yabTaTh! Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

[Mpo3pauHblii, becBETHBIA pacTBOP.

solution. / ITpo3pauHblii, 6€CBETHBII
WM CBETIIO-XKEIThIH PacTBOP.

2 Identification /
IMoaMHHOCTL

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 ymepXUBaHMS
OCHOBHBIX TIMKOB Ha
XpoMartorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIEpXKUBaHU OCHOBHBIX THKOB Ha
XpoMaTtorpamme pacTBopa
CTaHAapTHBIX 00pa3loB KeTopolaka
TpOMEeTaMUHA U HAIIPOKCeHa (pa3aen
«KONUYEeCTBEHHOE ONPEENIeHNE))

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 yIepXHBaHHMA OCHOBHBIX
MHKOB Ha XpoMarorpamMmme
HCIBITYEMOrO  pacTBopa  HOJDKHBL
COOTBETCTBOBATh BpeMeHaM
yIepXKUBaHUsA OCHOBHBIX IIMKOB Ha
XpOMaTorpamMme pacTBOpa
CTaHIapPTHBIX 00pa3LoB KETOpOJaKa
TpOMETaMUHa ¥ HalpokceHa (paszmen
«KONMMYeCTBEHHOE ONPENENECHUEN)

3 Clarity / IIpo3paunocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHums
npenapata He J0JDKHA NPEeBLIIIaTh
OMANECLEHIIMIO 3TAIOHA cpaBHEHH 1.

4 Color / I1geTHOCTB 0.041 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpH [IMHE BOJTHbBI
430 um

5 pH 7.26 Between 6.9 and 7.9/6,9 — 7,9

Remarks : The Product confirms to ND/

TIpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

R

Checked by /
IMposepeno: Himesh Kumar

==l

-

Approved by: Manager/Executive /
Onobpeno: Menekep / PykopoanTeib
Manoj Kumar '

Reprint Date /
Jara: 28.09.2021

Print Date /
Jata: 28.09.2021

Print Date /
Hara: 28.09.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHOHEAT AHATHIA Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculetwivwjeoiedadys 30mg/ml
IpoaykT: Ketopon" (keroponak) pacTBop ans BHYTPMBEHHOIO W BHYTPUMBIILEYHOrO BBEAEHUS, 30 Mr/m
Batch No / : V211025 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 850001548423 Date of Analysis / : 28.09.2021
AHaauTHYECKHH oTueT Ne JMarta ananuza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jara npousBoacTea T'omen no
Analysis performed according ND / Ananus nposegen no HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /n3am.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page 2 of 4/ Crp.2 3 4

6 Particulate matter / Mexanuueckue BKJIIOYeHUs
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements /
Bunumble yacTuipt B cooTBeTcTBHU ¢ TpebOBaHMAMHU
6B Invisible particles /
HeBuaumbie yacTULIB:
i. Particles> 10 um / 46 Not more than 6000 per ampoule /
YacTuliel pasMepoMm > He 6onee 6000 Ha ammyny;
10 mxm
ii. Particles > 25 pm / 2 Not more than 600 per ampoule /
YacTuibl pa3smMepom > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbIe TpuMecH
Impurity A / Ilpumecs A 0.14% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / Tlpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ipumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / I[Tpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard area 1844) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnvHudHas HeuaeHTUHIM- 0.08% 0,20 %
POBaHHas NPUMEChH
Total impurities / Cymma 0.27% Not more than 1.50 % / He Oonee
npumeceii 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: Ilpoaykr cooreTcTBYET TpebopaHusaM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoaroroeneno: Pardeep Kumar | TTposeperio: Himesh Kumar | OnobpeHo: MeHemxkep / PykosoauTenb

Reprint Date / Print Date / Print Date /
Jara: 28.09.2021 Hara: 28.09.2021 Jara: 28.09.2021

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
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul YW SERAGY 3@ Mhg/ml

IIpoaykrT: Ketopon™ (keToponak) pacTsop Ul BHYTPUBEHHOTO U BHYTPHMBILICUHOrO BBeACHHS, 30 Mr/mMn
Batch No / : V211025 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001548423 Date of Analysis / : 28.09.2021
AnanuTHdeckHii otyeT Ne JlaTa anayiusza

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

JlaTa npouM3BoacTBa TI'open no

Analysis performed according ND / Ananu3s nposenen no HJI: JI[T-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)

Page3 of 4/ Ctp.3 n3 4

8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
H3BnekaemMsblii 06bem He MeHee HomuHansHOTO (1,0 MIT)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepnanbubie <=0.725E3/mr tromethamine / He Gosee 5,8 ED/mr
YHAOTOKCUHDI KeTopoJiaKka TpoMeTaMHHa

10 Sterility / CTepuabHOCTB Complies / Ctepunen Should be sterile / Crepunen
11 Assay / KonuuecrBenHoe onpesesieHue
a) Ketorolac tromethamine / 29.75 mg/29.75 mr From 27.0mg to 33.0mg of
Ketoponaxa TpomeTaMuH Ci5H13NO3- C4H 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pile] 33,0 MI C15H13N03'C4H11N03
(keTopomnaka TpoMeTaMHH) B 1 M1
b) Sodium chloride / Hatpus 4.34 mg/mL / 4.34 Mr/mMn Between 4.2 mg/mL and 4.5 mg/mL /
XIOPUL Ot 4,2 mr/™mn o 4,5 Mr/min
12 Alcohol content / ITaHoa 11.67 % Between 10.60 % and 12.60 % /
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT coorseTcTBYET Tpebosanusam HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Jara: 28.09.2021

Hara: 28.09.2021

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

Monroroeneno: Pardeep Kumar | Iposepeno: Himesh Kumar | Onobpeno: Menemxkep / Pykosonutens
'( —. | Manoj Kumar

Reprint Date / Print Date / Print Date /

Jara: 28.09.2021

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
CIN: L85195AP1984P1C004507

www.drreddys.com
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ERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

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

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscul s¥Wyyebiiegdy3eomg/ml

IIpoaykTr: Keropon" (keToposak) pacTBOp AJsi BHYTPHBEHHOIO ¥ BHYTPUMbBILIEYHOrO BBEACHHs, 30 Mr/mil
Batch No / ¢ V211025 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001548423 Date of Analysis / : 28.09.2021
AHanuTH4ecknii oTuet Ne JlaTa anamnuza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jara npoussoacTBa Topen mo

Analysis performed according ND / Ananns nposeaen mo 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 /usm.Ne 2 ot 24.08.2020)

Page4 of4/Crp. 4u3 4

13 Packaging / YnakoBka 1 mL inclass 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.
Mo 1 Ma B aMmOyasl W3 TEMHOTO
ctexna knacca I (USP). B Bepxueit | Ilo 1 My B aMmynibl 3 TEMHOT'O CTeKIia
4acTH amnynbl HaHeceHbl Konero U | knacca I (USP). B mepxHeit yacru
TouKa Jnd paszjoma. Ha ammyny | ammydsl HaHeceHbI KOJAbLO M TOYKa
HaKJIEMBalOT STHKETKY. s paznoma. Ha aMITysTy HakjienBatoT
[To 10 ammyn ¢ HMHCTpPYKLMEH MO | STHUKETKY.
NIPUMEHEHHIO nomewarot | Ilo 10 ammyn ¢ umHCTpykuue#t mno
B [IBX/anoMuHueBsIi GnucTep. [IpYMEHEHHIO [IOMELIAIOT
ITo 1 6nucTepy B Mauky KapToHHywo. | B I[IBX/amomMuHUeBbIi GnucTep.
ITo 1 6nmcTepy B NauKky KapTOHHYIO;
Uld  cTalMoHapoB: mo 2, 3, 5
671CTEPOB B MUKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuinennom

XpaHeHue OT CBETa MECTE IIPH TeMIepaType He Bellue 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rogsocTn 3 years /3 ropa.

Remarks : The Product confirms to ND/

Ilpumeuanmue: IlponykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Pardeep Kumar | INposepeno: Himesh Kumar | Ono6peno: Menemxkep / Pykogoautesib

~ Manoj Kumar &
Reprint Date / Print Date / Print Date /

Jara: 28.09.2021

Jara: 28.09.2021

Jara: 28.09.2021

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




