Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Ketopon” (keToponak) pacTsop /i BHYTPMBEHHOTO M BHYTPHMBILLIEUHOTO BBeaeHus, 30 Mr/mn
Batch No / : V210124 Batch Quantity / : 2,30,000 ampules /
Cepus Ne Oo6bem cepun 2,30,000 amnyn
Analytical Report No / : 890001508957 Date of Analysis / : 24.02.2021
AHanuTHYEeCKHH oTUeT Ne Jlara ananuza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
Jara npousBojacTBa I'ogen a0

Analysis performed according ND / Ananuz nposeaen no HJI: JITTI-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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1;.:) Test / HokasaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear, colorless  solution. /| Clear, colorless to pale yellow
ITpo3paunslii, GeciBETHBIH pacTBOP. solution. / Ilpo3paunslii, GeclBETHBIH
WM CBETJIO-XKENTHI} pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoanuuHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to 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) / BpeMeHa ymepxuBaHus | BpemMeHa ynep)KUBaHHS OCHOBHBIX
OCHOBHBIX TIMKOB Ha | TIMKOB Ha XpOMaTorpaMMe
XpoMaTorpamme UCTIBITYEMOTO | MCMBITYEMOrO  PacTBOpa  JOJDKHBI
PacTBOpa COOTBETCTBYIOT BPEMEHAM | COOTBETCTBOBATH BpEMeHaM
YIOEPKUBAHUS OCHOBHBIX MUKOB Ha | YAEPXKWBAaHMS OCHOBHBIX IIMKOB Ha
XpoMaTorpaMmme pacTBOpa | XpoMaTorpamme pacTtBopa
CTAHIAPTHHIX 00Pa3LOB KETOpONaka | CTaHAAPTHBIX 00pa3lioB KETOpONaKa
TPOMETaMWHa M HallpoKceHa (pasfen | TpoMeTaMMHa M HalpokceHa (pasnen
«KonuyecTBeHHOE OnpeaeneHue) «KonuyecTBeHHOE ONPENEIEHIE))

3 Clarity / lIpo3pauHocts Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuuys
npernapaTa He JOMKHA NMPeBbLIIATh
OTIaNieCUEHIMIO STAIOHA CpaBHEHM L.

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

He 6onee 0,20 npy IIHHE BONHbI
430 uM
5 pH 7.29 Between 6.9 and 7.9/6,9 — 7,9

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeyanue: [poaykt cooTBeTcTBYET Tpebopanusm HJI 3axmouenne: OJJOGPEHO

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

Moaroroeneno: Pardeep Kumar | Tlporepeno: Himesh Kumar | Ono6peno: Mengnpep / PykoBoanTenn
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| — %
Reprint Nate. / Print Nate / Print Date /
Hara: 24.02.2021 Hata: 24.02.2021 Hara: 24.02.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBop Ui BHyTPMBEHHOTO W BHYTPUMBIIIEYHOrO BBeAeHHS, 30 Mr/mn
Batch No / : V210124 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6bem cepuu 2,30,000 amnyn
Analytical Report No / : 890001508957 Date of Analysis / : 24.02.2021
AHanuaTHyecKuii oTueT No JlaTa anann3za

Date of Manufacture / : Jan-2021 Date of Expiry / Dec-2023
Jara mpou3BoacTBa I'ogen no

Analysis performed according ND / Anann3s nposegen mo HJI: JIT1-001365-231118 (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 / MexaHn4YecKHe BKJIYEHHS

6A Visible particles /

Bunymbie 4acTHLIBE

Complies / CoorBeTcTBYET

Should correspond to requirements /
B cooTBeTcTBNMM ¢ TpeGOBAHMAMH

6B Invisible particles /
HeBuanmbie 4acTHUpI:
i. Particles> 10 pm/ 23 Not more than 6000 per ampoule /
UYacTHLBl pasMepoM > He 6o1ee 6000 Ha amiTyTy;
10 mxMm
ii. Particles > 25 pm/ 0.4 Not more than 600 per ampoule /
YacTuupsl pazMepom > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHBIe TpuMecH
Impurity A / IlpumMecs A 0.15% Not more than 0.20 % / He 6Gonee
0,20 %
Impurity B / Ilpnmecs B Not Detected Not more than 0.50% / He 6Gonee
0,50 %
Impurity C / Ilpumecs C Less than LOO (0.033° Not more than 0.50 % / He Gonee
ess than LOQ (0.033%) 0.50 %
Impurity D / IIpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard Area 1817) 0,20 %
Any unspecified impurity / Not more than 0.20% / He Gomee
EanHu4Has HEVAEHTHDHLM- 0.05% 0,20 %
pOBaHHas OPUMECh
Total impurities / Cymma 0.25% Not more than 1.50 % / He 6Gomnee
npumecei 1,50 %

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

Reprint Date /
Hara: 24.02.2021

Approved by: Manager/Executive /
Ono6peno: Mengpikep / PykoBoaurens

Checked by /
ITpoeepeno: Himesh Kumar

Ajay Sharma Q’»
Print Date / Print Date /

Hata: 24.02.2021

Jara: 24.02.2021
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CEPTUPHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon® (keToponak) pacTBOp Ajis BHYTPMBEHHOIO H BHYTPHMBbILIEYHOTO BBeACHUs, 30 Mr/mMn
Batch No / : V210124 Batch Quantity / : 2,30,000 ampules /
Cepus Ne Oo6Bem cepun 2,30,000 amnyn
Analytical Report No / : 890001508957 Date of Analysis / 1 24.02.2021
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Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
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Analysis performed according ND / Auanus nposenen mo H/: JIIT-001365-231118 (amend Ne 1 from
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8 Extractable volume /
H3BnexkaeMplii 00LeM

1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
He menee HoMuHansHoro (1,0 mn)

Ketoponaka TpoMeTaMHUH

XJIOPUL

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725ED2/mr tromethamine / He Gonee 5,8 ED/mr
3HAOTOKCHHBI KeTopoliaka TpPOMeTaMHHa

10 Sterility / CTepuibHocTh Complics / Crepunen Should be sterile / Crepunen
11 Assay / KonnyecTBeHHoe onpeae/ieHHe
a) Ketorolac tromethamine / 29.61 mg/29.61 mr From 270mg to 330mg of

CisHisNO3 C4H; (NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
a0 33,0 M C15H13NO3'C4H11NO3
(keToponaka TpoMETaMMH) B 1 Mn

b) Sodium chloride / Hatpus 4.35 mg/mL / 4.35 mr/mMn Between 4.2 mg/mL and 4.5 mg/mL /

Ot 4,2 mr/mn 1o 4,5 Mr/min

12 Alcohol content / ITanon

11.66% Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [Ipoaykr cooTBeTcTBYeT Tpeboanmsm HJI 3akmouenne: OJOBPEHO

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

[oarorosneno: Pardeep Kumar | Iposepeno: Himesh Kumar | Opo6peno: Me ep / PykoBonuresns
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CEPTUPUKAT AHAJHU3A

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

IIpoaykr: KeTopon® (keToponak) pacTBop A1 BHYTPHMBEHHOTO W BHYTPMMBIIIEUHOrO BBeAeHHs, 30 Mr/mi
Batch No / : V210124 Batch Quantity / : 2,30,000 ampules /
Cepusa Ne OoBem cepuu 2,30,000 amnyn
Analytical Report No / : 890001508957 Date of Analysis / : 24.02.2021

AHaauTHYecKkHH oTyer Neo
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T'omen po

Analysis performed according ND / Ananns nposegen no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / Y nakoBka

1 mL in class I amber glass ampoules 1 mL in class [ 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 leatlet in a | leatletin 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 | Mi B amnynsl U3 TEMHOIo
crewia kiacca I (USP). B pepxueit | ITo 1 Mi1 B aMmyJibl U3 TEMHOTO CTEKIIA
YacTH aMIyJbl HaHeceHsl konblo u | kmacca I (USP). B BepxHe# wacTH
TOouka s pasnoma. Ha aMmyny | aMmysiel HaHeCeHbl KONBLO M TOYKa

HaKJIEUBAIOT 3THKETKY. Ui paznoma. Ha aMIlynly HakneuBaroT
ITo 10 amMmyn ¢ MHCTpYKHMEH IO | ITHKETKY.

NPAMEHEHHIO noMmematot | Ilo 10 aMmyn ¢ MHCTpyKUMed o
B [IBX/antoMuH1EeBEIH GucTeD. MPUMEHEHHIO DOMEILAI0T

Ilo 1 6nucrepy B nayky kapTouuytoo. | B [IBX/amoMuaHeBbIl 6aucTep.

ITo 1 6rucTepy B TAUKY KapTOHHYIO;
Ijis  cralpoHapos: mo 2, 3, 5
ONMCTEPOB B AUYKY KapPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooteetctBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B sammueHHOM
OT CBETa MECTe IpH Temmneparype He Bbliie 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpox ropHocTH

3 years / 3 roza.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [TpogykT cooTBeTcTBYeT TpeboBanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ogrorosneno: Pardeep Kumar | Ilposepeno: Himesh Kumar | Omo6peno: Mepemkep / Pykosoaurens
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