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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoponak) pactBop JUisi BHyTPHBEHHOTO W BHYTPUMBIIIEYHOTO BBEEHHS, 30 Mr/mi
Batch No / : V211227 Batch Quantity / : 2,09,090 ampules /
Cepusi No Oobem cepHH 2,09,090 ammyn
Analytical Report No / : 890001561056 Date of Analysis / : 08.12.2021
AHaauTHYeCKH oTueT Ne Jlara ananauza
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
JlaTa npouspoacTBa I'open no
Analysis performed according ND / Ananus nposenen o HJI: JI[1-001365-231118 (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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[Tpo3pauHblif, GecBETHBIN pacTBOp.

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

solution. / ITpo3pauHslif, 6ecuBeTHLIH
WK CBETJIO-XKEIThIH pacTBop.

2 Identification /
IMoaauHHOCTL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMaTtorpamme

XpoMarorpamme

«KoJinuecTBEHHOE ONpeaeNeHUe)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpemeHa ynepuBaHUs
TTHKOB Ha

UCTIBITYEMOTO
pacTBROpa COOTBETCTBYIOT BpeMeHaM
YIEPKUBAHHS OCHOBHBIX IHKOB Ha
pacTBopa
CTaHAAPTHBIX 00pa3loB KeToponaka
TpOMeTaMMHa U HalpokceHa (pa3zaen

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 ynepXUBaHMA OCHOBHBIX
MUKOB Ha Xpomarorpamme
UCTIBITYEMOTO  pacTBOpa  JOJDKHbI
COOTBETCTBOBATD BpeMeHaM
yAepKUBAaHUS OCHOBHBLIX ITMKOB Ha
XpOMaTorpamme pacTBopa
CTaHAapTHBEIX 00pa3LioB KeTOpoJiaka
TpOMETaMHHa U HalpokceHa (pasnes
«Konn4yecTBeHHOE OIpeJEeNeHHEN)

3 Clarity / IIpozpauHocTh

Complies / CooTBEeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA IIPEBBIIIATh
OIaNeCLEHIUIO ITATOHA cpaBHEeHU I.

4 Color / IIgeTHOCTD 0.03 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu AnNKWHE BOJIHBI
430 um

5 pH 7.36 Between 6.9 and 7.9/6,9 — 7,9

Remarks : The Product confirms to ND/
Ilpumeuanne: Iponykr coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axknwuenune: OJOBPEHO

Jara: 08.12.2021

Jara: 08.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana [Tposepeng: Ramakant Onobpeno: Menemxep / PykoBosuresis

/E w Pavan Kumar sharma 2 ; ;;i-’-‘f”
Reprint Date / Print Date / Print Date /

Jata: 08.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.ccm
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www.drreddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd.
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscula}'fflj ections, 30 mg/ml
IIpoaykr: Ketopon®™ (keToponak) pacTBOp ANl BHYTPHBEHHOIO ¥ BHYTPHMBIILIEYHOT0 BBEACHHS, 30 Mr/mn
Batch No / : V211227 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6BeM cepun 2,09,090 amnyn
Analytical Report No / : 890001561056 Date of Analysis / : 08.12.2021
AdanuTH4ecKH# oTyeT No JlaTa anaansa
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Hdara npouzsoacTea Tonen g0
Analysis performed according ND / Anasmu3 nposexen mo HJI: JIT1-001365-231118 (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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6 Particulate matter / Mexanu4eckue BKJIIOYEHHA

6A Visible particles /

Buaumere yacTunpl

Complies / CooTBeTCTBYET

Should correspond to requirements /
B c0o0TBeTCTBUH ¢ TPeOOBAHUAMH

6B Invisible particles /
HeBupuMble 4acTULBL:
i. Particles> 10 pm/ 100 Not more than 6000 per ampoule /
YacTuusl pa3MepoM > He 6onee 6000 Ha ammyiny;
10 Mxm
ii. Particles > 25 pm/ 4 Not more than 600 per ampoule /
YacTulisl pasmMepom > He 6oaee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbIE IpHMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6oee
0,20 %
Impurity B / [Tpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. 0) 0.50 %
Impurity D / Ilpumecs D Not more than 0.20 % / He 6Goinee
Less than LOQ (0.047%) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
Emuniysas HeuaeHTHuLM- BDL (Disregard Limit 0.05%) 0,20 %
pOBaHHas IpUMeCch
Total impurities / Cymma 0.2% Not more than 1.50 % / He 6onee
npumeceit 1,50 %

Remarks : The Product confirms to ND/

Ilpumeuanue: [IpoaykT coorBercTRyeT TpeboBanusm HJ

Conclusion : APPROVED /
3axmwuyenune: OJOBPEHO

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

ITogroroeneno: Pravesh Rana [TpoeepeHo: Ramakant Onobpeno: Menemxep / PykoBoaurens
E %@ Pavan Kumar sharma "r

Reprint Date / Print Date / Print Date /

Hara: 08.12.2021 Hara: 08.12.2021 Jara: 08.12.2021

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, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02
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Product:/  Ketorol (Ketorolac) solution for intravenous and 1nlramuscular m_;ectmns 30 mm’ml
Ilpoayxr: Ketopon® (keToposak) pacTsop JUlsl BHYTPHBEHHOTO M BHYTPUMBIIIEYHOTO BBeIeHUA, 30 Mr/mn
BatchNo / : V211227 Batch Quantity / : 2,09,090 ampules /
Cepuasn Ne O0nem cepuu 2,09,090 ammyn
Analytical Report No / : 890001561056 Date of Analysis / : 08.12.2021
AHaJIuTHYEeCKHH oT4eT No Jlara ananusa
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jdata nponsBoacTBa Toxen 1o
Analysis performed according ND / Ananus nposexen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.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 /
HU3Bnexaemblii 00bem

1.1ml/ 1.1 mn

Not less than label claim (1.0 mL) /
He mMenee HoMuHansHOTo (1,0 M)

9 Bacterial endotoxins /
BakrepuanbHbie
3HAOTOKCHHDI

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

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 ED/Mr
KETOpOJIaKa TpOMeTaMHHa

10 Sterility / CrepuabHocTh

Complies / Crepurnen

Should be sterile / Crepunen

b) Sodium chloride / Hatpus

4.44 mg/mL / 4.44 mr/mn

11 Assay / KonnyecTBeHHOe OnpenesieHue
a) Ketorolac tromethamine / 29.48 mg/ 29.48 mr From 270mg to 33.0mg of
Keropomnaka TpoMeTaMHuH CisHi3sNO3- CsH11NO; (ketorolac

tromethamine) per I mL / Ot 27,0 Mr
pi(e] 33,0 MI C|5H13NO3‘C4H11NO3
(keToponaka TpoMeTaMHH) B 1 M1

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 Mr/mn o 4,5 Mr/mMn

XJIOpUL
12 Alcohol content / ITanona 11.58 % Between 10.60 % and 12.60 %/
Ot 10,60 % no 12,60 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IlponykT coorseTcTBYET TpeboBanuam HI 3aknouenne: OJIOBPEHO

Prepared by /
IToaroToBieHO: Prag\sh Rana

Checked by /
[IpoBepeno: Ramakant

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pv:coaomwenb
Pavan Kumar sharma -

Reprint Date /
Jara: 08.12.2021

Print Date /
Jlara: 08.12.2021

Print Date /
Jata: 08.12.2021

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: LB5195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDjA
CEPTUDOHUKAT AHAJIM3A Tel : +91 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoAykT: Keropon® (keToponak) pacTBOp Il BHYTPMBEHHOIO M BHYTPUMBIIIEYHOTO BBEAEHHUS, 30 Mr/Mn
BatchNo / : V211227 Batch Quantity / : 2,09,090 ampules /
Cepua No O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001561056 Date of Analysis / : 08.12.2021
Anajguraieckuii oTuer Ne JaTa anaauza
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jlata nponsBoacTBa T'onen no
Analysis performed according ND / Ananu3 nposeaen mo H: 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)
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13 F’ackaging / YnaxoBKa 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/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 M1 B aMmynbl U3 TEMHOTO
crexina kiacca I (USP). B sepxueit | Ilo 1 M B aMITyJIBl M3 TEMHOT'O CTEKIIA
YacTU aMIyJibl HaHeceHsl konblio M | kmacca I (USP). B BepxHeii wactu
TOYKa [ paznoMa. Ha ammyny | amilynbl HaHeCcE€HB! KOJBLO W TOYKA
HAKJIEHBAIOT STHKETKY. st paznoma. Ha amnyny HakyienBaior
IMo 10 ammyn ¢ MHCTpYKUHMEH IO | STHKETKY.
MPUMEHEHUIO nomemwaroT | Ilo 10 ammyn ¢ HMHCTpyKUueM Mo
B [IBX/anmoMuHueBbI# OIHCTED. MIPUMEHEHUIO MTOMEIAIOT
Mo 1 6nucTepy B mayky kapToHHY0. | B IIBX/amomuHueBbId OnucTep.
o 1 6nucTepy B NauKy KapTOHHYIO;
O cTalMOHapoB: no 2, 3, 5
OGNHCTEPOB B Ma4Ky KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetcTBHH ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuuieHHOM
XpaHeHue OT CBETa MECTE NpH TeMIepaType He Boitie 25 °C. He 3aMopaxuBatsh.
16 Shelf-life / Cpok roanocTu 3 years / 3 ropa.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpedoBanusam HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Jarta: 08.12.2021

Jata: 08.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Hoxrororneno: Pravgsh Rana [Tposepeno: Ramakant Ono6peHo: MeHemxkep / Pykopoaurens

: M Pavan Kumar sharma A=
Reprint Date / Print Date / Print Date /

Hara: 08.12.2021
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