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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddji,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 Jrr‘fg/'ﬁﬂ
IIpoaykr: Ketopon® (keToponak) pacTBop AJi BHYTPHBEHHOTO W BHYTPUMBILUEUHOO BBEACHHS, 30 Mr/m
Batch No / : V210937 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepuu 2,09,090 ammyn
Analytical Report No / : 890001546356 Date of Analysis / : 17.09.2021
AHaJauTHYeCKHH oTyeT No JaTta ananusa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jara npoussoacrsa T'oaen no

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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1;00 Test / [TokasaTenn Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow
[Tpo3paunblil, 6ecLIBETHBIH pacTBOP. solution. / [Ipo3payHel, GecUBETHDIH

WK CBETIIO-XKENThIH pacTBop.

2 Identification /
IToaaHHHOCTL

The retention times of the main | The retention times of the main peaks
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) / BpeMmeHa ynmepxumBaHus | BpemeHa ynep)KuUBaHHS OCHOBHBIX

OCHOBHBIX MH1KOB Ha | IHUKOB Ha XpoMaTorpamMmme
XpoMmarorpaMme HCOBITYEMOIO | MCIBITYEMOTO  pacTBopa  HOJKHBI
pacTBOpa COOTBETCTBYIOT BPEMEHAM | COOTBETCTBOBATh BpeMeHaM
yIEep)KMBaHUs OCHOBHBIX IMKOB Ha | YAEp)KHBaHHS OCHOBHBIX IIMKOB Ha
XpoMaTorpaMme pacTBopa | XpomaTrorpaMmme pacTBOpa

CT2HIAPTHBIX 00pa3LoB KETOPONaka | CTaHJapTHBIX OOpa3loB KeTOpoJiaka
TpOMeTaMUHa 1 HalIpOKCeHa (paslen | TpOMETaMUHA U HampoKceHa (pasiesn
«KonMiecTBEHHOE ONPENETICHUE) «Konu4ecTBeHHOE ONPEIEICHUEN)

3 Clarity / IIpozpaunocTb

Complies / CooTBeTCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension I. / OnmanecueHuus
npenapara He JI0JDKHA IMPEeBBIIaTh
OTIAJIECLIEHIIMIO 3TAIOHA cpaBHeHu 1.

4 Color / I1BeTHOCTB 0.043 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu [uiMHE BOJTHBI
430 um

5 pH 7.32 Between 6.9 and 7.9/6,9 - 7,9

Remarks : The Product confirms to ND/
Ipumeuanne: Iponykt cooTBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
[Toprotoeneno: Pardeep Kumar

Checked by /
[Mposepero: Himesh Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonutens

Kusum Lata .
sl

Reprint Date /

Hata: 17.09.2021

Print Date /
Jara: 17.09.2021

Print Date /
Jara: 17.09.2021

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
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular irfj ections, % rhg;ml
Ipoaykr: Keropon" (keToposak) pacTBop JJisi BHYTPUBEHHOIO W BHYTPUMbILIEYHOTO BBeAeHNS, 30 Mr/mn
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6 Particulate matter / MexaHu4yeckue BKJIIOYCHHSA
6A Visible particles / Complies / CooTBETCTRYET Should correspond to requirements /
BuauMmeble 4acTHLBI B cooTBeTCTBHH ¢ TpeGOBaHUAMU
6B Invisible particles /
Hepunumpie yacTHULBL:
i. Particles> 10 pm/ 97 Not more than 6000 per ampoule /
YacTuus! pazsMepom > He 6onee 6000 Ha ammTy1y;
10 mxMm
ii. Particles > 25 pm/ 5 Not more than 600 per ampoule /
YacTulbl pa3sMepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoancTBeHHbIe npumMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6omee
0,20 %
Impurity B / Ilpumecs B BDL (Disregard area 1780) Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / [Tpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1780) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 0Goxee
EnuniaHas HeuIeHTUDHLIM- 0.07% 0,20 %
POBaHHAs MPUMECh
Total impurities / Cymma 0.33% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykTt coorBeTcTBYET TpeboBanuam HJI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Pardeep Kumar | INposepero: Himesh Kumar | Ono6peno: Menewxep / PykoBoaurensb
g _— Kusum Lata

Reprint Date / Print Date / Print Date /
Hara: 17.09.2021 Hata: 17.09.2021 Jara: 17.09.2021
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOHUKAT AHAJIM3A TeI +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular i IIl_] é"c't'16ﬁs“”3”d Jrﬁéﬁhl
Ipoaykr: Keropon® (keToponak) pactsop [Jisl BHYTPMBEHHOTO U BHYTPHUMbILIEYHOTO BBEASHHUS, 30 Mr/mi
Batch No / : V210937 Batch Quantity / : 2,09,090 ampules /
Cepns Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546356 Date of Analysis / : 17.09.2021
AHaguTHueCKHH oTuer Ne JlaTa aHanuza
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jata npou3BOACTBA T'ogen o

Analysis performed according ND / Ananus npoeegen 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 /u3zm.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baekaemblit 06bem He menee HomMuHanbHOTO (1,0 MIT)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHble <=0.725E3/mr tromethamine / He 6onee 5,8 ED/Mr
HAOTOKCHHBI KeTOpoJlaKa TpOMeTaMUHa

10 Sterility / CrepunbHocTb Complies / Crepunen Should be sterile / Crepunen

11 Assay / KonnvyecTBeHHOe onpenesieHue
a) Ketorolac tromethamine / 29.78 mg / 29.78 mr From 270mg to 33.0mg of

Kertoponaka TpoMeTaMHUH CisH13NOj C4H NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mmr
pie) 33,0 MTI C15H13N03'C4H11N03
(keToposaka TpoMeTaMKH) B 1 M1

b) Sodium chloride / Hatpus 4.40 mg/mL / 4.40 mMr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJI0pUA Ot 4,2 mr/Mn o 4,5 mMr/min
12 Alcohol content / ITanon 11.23 % Between 10.60 % and 12.60 %/
Ot 10,60 % no 12,60 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumedanue: IlpoaykT coorBeTcTBYET Tpeboranusm HJL 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pardeep Kumar | ITpoeepeno: Himesh Kumar | Onobpeno: Menemikep / PykoBoauTens
f/ e =3 Kusum Lata Q.
= =, ¥ g

Reprint Date / Print Date / Print Date /
Jara: 17.09.2021 Jara: 17.09.2021 Jata: 17.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUDPUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: Ketopon" (keToposiak) pacTBOp Al BHYTPHBEHHOTO W BHYTPUMBILIEYHOIO BBEAEHHUS, 30 MI/mi
Batch No / : V210937 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546356 Date of Analysis / : 17.09.2021
AnajguTHdecKHil oTyet Ne JlaTa aHaamnsa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
JlaTa npou3BOACTBA T'ogen o

Analysis performed according ND / Anasnus nposeaen mo HJI: JI[1-001365-231118 (amend Ne 1 from
114.01.2020 /u3m.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 / YnakoBka 1 mL in class T 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.
ITo 1 M B aMmyjabl M3 TEMHOIO
crexna knacca I (USP). B Bepxneit | Ilo 1 M B aMITynsl M3 TEMHOTO CTEKIIA
4acTH aMmynbl HaHeceHsl KoNblo U | knacca 1 (USP). B BepxHedl 4dacTH
Toyka i pa3noma. Ha ammyny | ammynasl HaHeceHBl KOJIBLO M TOYKa
HAKJIEUBAIOT ITUKETKY. Juis pasnoma. Ha aMmnyny HakienBaroT
ITo 10 ammyn ¢ MHCTpyKUMeH HO | 3THKETKY.
IIPUMEHEHUIO momeialoT | Ilo 10 amMmyn ¢ HHCTpYKLMEH IIO
B [IBX/amomMunueBbIil 6uctep. NPUMEHEHHUIO MOMELIAOT
Tlo 1 6nucTepy B mauky kapToHHyw. | B I[IBX/amoMuHHeBLIH GnUCTED.
Tlo 1 bnucTepy B MauKy KapTOHHYIO;
U1 CcTalMoHapoB: mo 2, 3, 5
OAKCTEPOB B MAYKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetctuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHOM
XpaHeHue OT cBETa MeCTe IpH TeMneparype He Bollle 25 °C. He 3aMopaxuBaTh.
16 Shelf-life / Cpok roaHocTn 3 years / 3 ropa.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
Ilonrororneno: Pardeep Kumar

N

Checked by / Approved by: Manager/Executive /
IMposepeno: Himesh Kumar | Omobpeno: Menemiep / Pykosoaurenb
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Reprint Date /
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Print Date / Print Date /
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