Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

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

Mpoaykr: Keropon™ (keToponak) pacTsop [lsi BHYTPHBEHHOTO ¥ BHYTPHMbILICHHOTO BBC/CHUA, 30 mr/man
Batch No/ : V210119 Batch Quanuy / : 2,30,000 ampules /
Cepusn Ne Oonem cepun 2,30,000 amny:
Analytical Hepart No / 2 890001307542 Nate of Anulyqiy/ 1 17.02.2021
AnaauTaueckuii orger Ne Jara apanun3a
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npoH3BOJACTEA Topmen g0
Analysis performed according ND / Auasu3 nposees no HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /s No 1 ot 14.01.2020, amend N 2 trom 24.08.2020 /wm No 2 or 74 08.2020)
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TlopimHHOCTDH

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standatrds solution (Assay
section) / BpemeHa ymepXUBaHUA
DUHWERR Y TTUKNR HiL
XPOMATOTPAMMIO HOTILITY@MOT0
paL1BUpa LU0 IBCTCTBYIOT DPCMCIIAM
YOEPKUBAHUA OCHOBHBIX TMHKOB Ha
XpoMmaTorpaMmme pacTsopa
CTaHAAapTHBIX 00pa3LOB KeTopoiaka
TpOMeTaMUHA M HalpOKCeHa (pasaen
«K0mIMOGTNRINIOs OMPEaeeHNAY)

No .
No Test / ITokasaTenb Results / Pesy1bTaThl Specitication / Hopma
1 Description / Onucanue Clear, colorless  solution. / | Clear, colorless to pale yellow
TMpo3pauHbli, OECUBETHBLHA PACTBOP. solution. / [Tpo3pauHbiii, 6€CLBETHbIH
VAW CRETIO-KENTHIH pacTBop.
2 Identification / The retention times of the main | ‘I'he retention times ot 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 yAepXKHBAHMS UCHUBHBIX
HHKOB Ha APOMATOIPAMME
HCORITYAMOTN  DACTRONA  TTONTKHEI
GOOTDRTCIBULATE RPPMOHAM
YIOEPXKUBAHUA OCHOBHBIX [IMKUB Hd
XpoMarorpamMme pactBopa
CTaHJapTHBIX 00pa3’uoB Kerupollaka
TpOMeTaMHHa M HampokceHa (pasmen
«K NVYRCTREHHNE ONPELGIEHUE)

3 Clarity / I[fpo3payHoCTb

Complies / CootBeTC1ByEY

1 he opalescence ol the sample shvuld
not exceed opalescence of reference
suspension 1. / OnanecueHLusA
npenapara He AOJKHA NPeBbIIaTh
ONAJIECHEHIMIO STAIOHA CpaBHeHUA L.

4 Color / I1peTHOCTH 0.03 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpu ANHHE BOJHBI
430 am

5 pH 7.34 Between 6.9 and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
TIpumeuanue: TIpOAYKT COOTBETCTBYET TPeDOBAHUAM HJ1

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

Checked by /
IMpoeepeno: Himesh Kumar

Approved by: Manager/Executive /

Ono6peno: Mexegikep / PykoBoauTess
Ajay Sharma @1

Reprint Date /

Jara: 1 /.U2.2021

Print Date /
Haia. 17.02.2021

Print Date /
Hara: 17.02.2021

Paogintered LMffice; %-7.337, Road N 3, Rarjara Hill. Hydlerabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mailigdrreddys.com

CIN: L85195AP19R4PT.C004507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Mponykr: Ketopon® (keToponak) pacTeop AJisl BHYTPUBEHHOTO M BHYTPUMBILIEUHOTO BBEAEHHNS, 30 MI/MA1
Batch No / : V210119 Batch Quantity / : 2,30,000 ampules /
Cepusi Ne O6bem cepuu 2,30,000 amniyn
Analytical Report No / : 890001507542 Date of Analysis / : 17.02.2021
AHaJuTHYEeCKHH oT4eT Ne JlaTa anannsa
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
Jara npouszBoacTBa T'omen oo

Analysis performed according ND / Ananns nposeaen no HJ[: JIIT-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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6 Particulate matter / Mexanuyeckne BKIOYeHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
Buaumbie yacTHIIBI B cooTBeTCTBUH C TPEOOBAHHUAMU
6B Invisible particles /
HepyauMLie "1aCTHIILL:
i. Particles > 10 pm/ 13 Not more than 6000 per ampoule /
YacTHLbl pazMepoM > He 6onee 6000 Ha amiyny;
10 MM
ii. Particles> 25 pm/ 0.5 Not more than 600 per ampoule /
YacTuup! pasMepom > He 6onee 600 Ha ammyiny.
25 MKM
7 Related substances / PoacTBeHnble NpUMeECH
Impurity A / TIpumecs A 0.15% Not more than 0.20 % / He Oonee
0,20 %
Impurity B / Ilpnmecs B Not Detected Not more than 0.50 % / He Goxee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6omee
) 0,50 %
Impurity D / ITpumecs D Not more than 0.20 % / He Oomnee
BDL (Disregard Area 1817) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Oonee
EnuuuuHas HeuaeHTUGULIN- 0.05% 0,20 %
pOBaHHas IPUMECh
Total impurities / Cymma 0.25% Not more than 1.50 % / He Gonee
npuMeceit 1,50 %

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT coorseTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoum orosnedo: Mardecp Kumar

Checked by /
IMpoecpeno: Himesh Kumar

e

Approved by: Manager/Executive /
Ono6Gperiio: Mon@micep / PyronoauTenL
Ajay Sharma @

I

Reprint Date /
Jara: 17.02.2021

Print Date /
Jlata: 17.02.2021

Print Date /
Jara: 17.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTeop il BHYTPUBEHHOIO M BHYTPHMbILIEUHOrO BBEAEHMS, 30 Mr/mu
Batch No / : V210119 Batch Quantity / : 2,30,000 ampules /
Cepua Ne O6bem cepun 2,30,000 ammyn
Analytical Report No / : 890001507542 Date of Analysis / : 17.02.2021
AHAJIUTHYECKHH oTHeT Ne JlaTa anajausza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npou3BOJACTBA T'open no

Analysis performed according ND / Ananns nposenen no 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 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3sBaexaeMblii 00beM

1.1ml/ 1.1 mn

Not less than label claim (1.0 mL) /
He MeHee HomuHaiabHOTO (1,0 M)

9 Bacterial endotoxins /
BakrtepuajbHble
SHAOTOKCHHBI

10 Sterility / CropmiLtocTL

<=0.725EU/mg /
<=0.725ED/Mr

Complics / CTepHIeN

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 E3/Mr
KETOpOJIaKka TPOMeTaMHHa

Shonld he sterile / (vepunen

11 Assay / KoninuecTBeHHOE onpeaeneHue

a) Ketorolac tromethamine /
Kertoposnaka TpoMeTaMUH

XJIOpHUL

b) Sodium chloride / Hatpus

29.62 mg/ 29.62 mMr

4.29 mg/mL / 4.29 mr/mn

From 270mg to 33.0mg of
C1sHi3NOs5-CsH 1 NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
0 33,0 MT C15H13NO3‘C4H11NO3
(keToponaka TPOMETaMHH) B 1 MI1

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 mr/mn 10 4,5 Mr/mn

12 Alcohol content / ItaHon

11.70 %

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

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTCTBYeT TpebopanuaM HJT

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
[oaroroeneno: Pardeep Kumar

g

-

Checked by /
ITporepeno: Himesh Kumar

o

Approved by: Manager/Executive /

Omo6peHo: Mengmiep / PykoBoaurenn
Ajay Sharma m

Reprint Date /
Jata: 17.02.2021

Print Date /
Jara: 17.02.2021

Print Date /
Hata: 17.02.2021

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

AHaJauTHYecKHil oTuyeT Ne

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykT: Keropon" (keroponak) pacTBOp A/ BHYTPUBEHHOTO U BHYTPUMBIUEYHOTO BBEACHHS, 30 Mr/mn
Batch No / : V210119 Batch Quantity / : 2,30,000 ampules /
Cepusa Ne O61bem cepun 2,30,000 ammyn
Analytical Report No / : 890001507542 Date of Analysis / : 17.02.2021

JlaTa ananusza

Date of Manufacture /
JlaTa npou3BOACTBA

: Jan-2021 Date of Expiry / : Dec-2023

Toxen no

Analysis performed according ND / Anamns nposenen no HJI: JII1-001365-2311138 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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Ioarorosneno: Pardeep Kumar

-

13 Packaging / YnakoBka 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/alummum blister. 1 blisters in a carlon pack;
1 blisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack
ITo 1 Mn B aMiyJjibl U3 TEMHOrO
crexna kiacca I (USP). B Bepxueit | Ilo 1 M B ammynbl U3 TEMHOTO CTEK/IA
4acTM aMMynsl HaHeceHbl koo M | kiacca I (USP). B Bepxnedi uact
Touka INs pasioMa. Ha ammyly | aMIylsl HaHeceHb KONBIO M TOUKA
HAKJIEUBAIOT ITHKETKY. 11 pasiioma. Ha aMITynny HaKJIEMBaIOT
ITo 10 ammynm ¢ MHCTpYKUMeH MO | 3THKETKY.
NPUMEHEHHUIO nomcwaror | ITo 10 aMmyn ¢ HHCTpYKIME#H 1o
s TIDX/amoMunicBLIi GiHeTep. IpHMeTIeIHI0 TIOMELUAIOT
ITo 1 6micTepy B Mauky kKapToHHyr. | B [IBX/amomunverkii onvcrep.
ITo 1 6iucTepy B NAYKY KaPTOHHYIO,
Mg cTamuoHapoB: mo 2, 3, 5
ONKCTEPOB B MaUKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuuiieHHOM
XpaHeHue OT CBETa MecTe NpH TeMIeparype He Boime 25 °C. He samopaxuBaTs.
16 Shelf-life / Cpok roguocTd 3 years / 3 roza.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cootseTcTByeT TpeGoBanusm HL 3akiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iposepero: Himesh Kumar | OnoGpeno: Mev@iep / PyxoBogurens

Mw Ajay Sharma

Reprint Date /
Jlata: 17.02.2021

Print Date / Print Date /
Jarta: 17.02.2021 Jlara: 17.02.2021

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




