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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon® (keToponak) pacTBOp /il BHYTPHBEBHOTO M BHYTPHMBILIEYHOTO BBEACHHUA, 30 Mr/mi1
Batch No / : V221061 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001634186 Date of Analysis/ : 14.12.2022
AnanuradecKHii oryer Ne Jara ananusza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jara npou3BoacTBa T"onen no

Analysis performed according ND / Auanu3 nposegen no HJI: JIIT-001365-170222

Pagel1of4/Crp.1n34

1;00 Test / [TokasaTennb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

[Tpo3paunnlit GecuBETHHIA pacTBOp. /  TlpospauHblif OecLBETHBIA WIH
CBETJIO-KEINThIN pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks
IMoanuHHOCTB 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 standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay section) / BpemeHna
YIEP)KMBAHUS OCHOBHBIX TNHKOB Ha | YNEPXMBAHHMA OCHOBHBIX 1IMKOB Ha
XpoMarorpaMmme HCIIBITYEMOTO | XpOMaTorpamme UCIILITYEMOTO
PpacTBOpa COOTBETCTBYIOT BPEMEHAM | pacTBOpa JOMKHBI COOTBETCTBOBATh
YACPXKHBaHHs OCHOBHBIX MUKOB HA | BpeMEHaM YACPKHBAHUS OCHOBHBIX
Xpomartorpamme CTaHOAPTHOrO | ITHKOB Ha XpoMmartorpamme
pacTBopa KeTopoyaka TPOMEeTaMUHA | CTaHJApPTHOTO pacTBOpa KeTopojaka
U HanpoKceHa (pasmen | TpoMeTamMMHa M HampoKceHa (pasjen

«KomiecTBEHHOE ONpeeIeHIE) «KommuecTBEHHOE OIpENENIEHHE))

3 Clarity / Ilpospa4yHocTh Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuys
npenapara He TOJDKHA MPeBblaTh
OTANECLEHIHIO 3TANIOHA CPAaBHEHHUA I.

4 Color / IlpeTHOCTH 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npH [UIMHE BOJHEI
430 uMm.

5 pH 7.37 From69t079./0169 no /9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: Hpoxykt coorseTrcTBYeT TpeboBanusam H/T 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Ramakar L{_ [Iposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurenb

ol Amit Kumar / N
6\&"& / . i‘l:l«- "“__‘__\.‘.‘-——_F-""
Reprint Date / Reprint Date / Reprint Date /
Jara:14.12.2022 Jara: 14.12.2022 Jata : 14.12.2022
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CEPTH®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoagyxT: Ketopon™ (keToponak) pacTBOp Jijisi BHYTPUBEHHOTO ¥ BHYTPHMbILIEHHOrO BECACHHA, 30 mMr/mn
Batch No / : V221061 Batch Quantity / : 272727ampules /
Cepus Ne O0Bem cepHH 272727 amnyn
Analytical Report No / : 890001634186 Date of Analysis / : 14.12.2022
AHaIMTHYecKHi oTyeT Ne JlaTa aHAJIN3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npou3BONACTBA T'ogen no
Analysis performed according ND / Ananus npose/ies 1o HJ: JII1-001365-170222
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6 Particulate matter / Mexann4eckHe BKJIIOUEHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
Buaymble 4acTHLIBI B COOTBETCTBUY ¢ TPeOOBAHUSAMHU.

6B Invisible particles /
HepuavMble 4aCTHLBI:

i. Particles> 10 um/ 18 not more than 6000 per ampoule /
YacTuil pasMepPoM > He 6onee 6000 Ha aMITyITy,;
10 Mxm
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YACTHUIl pa3MEPOM > ne 6onee 600 Ha amnyiny.
25 MKM
7 Related substances / PoacTBennble npumecH
Impurity A / IIpumecs A ' 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Hwxke npepena ofuapyxerus (IO = 0.014 %) 0.50 %:
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / Huxce not more than 0.50 % / He Oonee
npeaena KOJIMYECTBECHHOTI'O ONpPEACNCHUA 0 50 %

(ITKO = 0.033 %)

Impurity D / IIpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20% / He OGonee
Huske npesena obuapyxkenus (110 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnunuyHast HeMIeHTUPHULIU- 0,20 %.
poBaHHas MPHMECh 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He Gonee
npumecei 1,50 %.
Remarks: The Product confirms to ND/ Conclusion;: APPROVED /
[Tpumevanne: [poayKT COOTBETCTBYET tpedosanusam HJI Baxawuenne;: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoaroroeneHo: Ramakant Iposepeno: Pardeep Kumar | Onobpero: Menemxep / PyxoBoauTenn

@m’[\@ ob/ Amit Kumar f_\{__ ?\7

Reprint Date / Reprint Date / Reprint Date /
Hara:14.12.2022 Hara: 14.12.2022 Jara : 14.12.2022
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CEPTUDPUKAT AHAJIM3A '

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp AJisi BHYTPUBEHHOTO M BHYTPHMBIIIEHHOTO BBeACHHUS, 30 MI/MJt
Batch No / : V221061 Batch Quantity / : 272727ampules /
Cepus Ne Oo0bem cepiu 272727 amnyn
Analytical Report No / : 890001634186 Date of Analysis / : 14.12.2022
AHaJIMTHYECKHI 0T4UeT N2 JlaTa anajan3za

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa mpou3BoACTBa I'ogen mo

Analysis performed according ND / Ananu3s nposeaen no HJ: JII1-001365-170222
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8 Extractable volume /
HU3Baexaemblii 00bem

1.0ml/ 1.0 Mn

Not less than label claim (1.0 mL) /
He Menee nomuHanbsoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/Mr
JHAOTOKCHHBI KETOpoJiaka TPOMETaMHKHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITh

11.41 %

CTepuIbLHOCTD (MJIS1 KAXKA0M COMPLIES CTEPUIIBHBIM.
15-0ii cepun)
11 Assay / KonnuecTBeHHOe 29.58 mg /29.58 mr From 27.0mg to 33.0mg of
onpeneseHHe Ci5H;3sNO3  C4H 1NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mmr
a0 33,0mr  CisHi3NOs-C4H 1NO3
(keToponaka TpoMeTaMHH) B 1 M.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /

i Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumedanue: ITpoaykrt coorseTcTBYeT TpeGosanusam HJI

Conclusion: APPROVED /
Zakaouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ramakant

@QLLLFE&

Checked by /
Iposepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Opo6peno: Mesemxkep / PykoBoauTens

Amit Kumar N ~\_-

Reprint Date /
Jata:14.12.2022

Reprint Date /
Jara: 14.12.2022

Reprint Date /
Hara : 14.12.2022
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CERTIFICATE OF ANALYSIS
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToponiak) pacTBOp U1l BHYTPHBEHHOI'O M BHYTPHMBILLEYHOrO BBeieHns, 30 mr/mn
Batch No / : V221061 Batch Quantity / : 272727ampules /
Cepusa Ne Oo0Bem cepun 272727 amnya
Analytical Report No / : 890001634186 Date of Analysis / 2 14.12.2022
AnanuTuyecKkHH oTueT Ne JlaTa ananau3a

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jara npousBojacTBa I'oxen no

Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-170222
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13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. 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
[lo 1 wMn B ammynsl u3 | ina carton pack. /
CBETO32IIUTHOTO ctekma | I[To 1 wMnm B aMmMny’asl U3
xopuuHeporo kiacca I (USP). B | cBeTO3amIMTHOrO CTEKJIA KOPHYHEBOrO
BEPXHEW YacTH aMMyjbl HaHeCeHbl | WJIM  TeMHO-KODUYHEBOIO  LBETa
KONBELO M TOMEA A4 paznoma, Ha | wmacca T (TISP) R repxweit wactw
aMITyJTy HaKJICUBAIOT ITHKETKY. aMIylibl HaHECEHBl KONbLIO U TOYKa
ITo 10 ammyn c¢ uHCTpyKmWe#d mo | A1 pasiaoMa. Ha ammyny HaKJIeHBAIOT
MPUMEHEHHIO MOMELAIOT | 3THKETKY.
B [IBX/amoMuHueBsI# OnucTep. I[To 10 ammyn ¢ HHCTPYKLMUEH I10
ITo 1 6nucTepy B Na4Ky KAPTOHHYIO. | NPUMEHEHHIO MOMEILAIOT
B [IBX/anoMuHueBbli GnucTep.
ITo 1 6McTepy B [TaUKy KapTOHHYIO;
JUls  cralMoHapoB: mo 2, 3, 5
GAKCTEPOB B NAYKy KAPTOHHYIO.
14 Labelling / MapxupoBxa According to ND / B coorBetcTuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumensom
XpaHeHnue OT CBeTa MecTe TIpH TeMriepaType He Beiue 25 °C. He 3amopaxuBarh.
16 Shelf-life / Cpok rogHocTn 3 years. / 3 roja.

Remarks: The Product confirms to ND/
[Tpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Ramakarnt

Q&m@

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosonurens

Amit Kumar o
AS
ot AF/

Reprint Date /
Jata:14.12.2022

Reprint Date /
Jara: 14.12.2022

Reprint Date /
Jata : 14.12.2022
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