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Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

IIpoaykr: Keropon® (keToponak) pacTBOp Ajisi BHYTPHBEHHOIO M BHYTPHMbILIEYHOIO BBeAEHHS, 30 Mr/mi
Batch No / : V210769 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepuH 2,09,090 amnyn
Analytical Report No / : 890001538298 Date of Analysis / : 31.07.2021
Ananurnyeckuii oTuet Ne Jara ananusa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npon3BoACTBA Togen no

Analysis performed according ND / Ananns nposegen no HJI: JIT-001365-231118 (amend Ne 1 from
14.01.2020 /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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[Tpo3paunslii, OecuBeTHbI! pacTBOp.

§.‘? Test / ITokasaTenn Results / Pe3yabTaThi Specification / Hopma
1 Description / OnucaHue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / ITpo3pauHblii, HecuBeTHBIN
WK CBETJIO-KENTHIH PacTBOp.

2 Identification /
IoanuHHOCTEL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMaTorpamMmme

ITHKOB

YACPXKUBAHHA OCHOBHBIX ITHKOB
XpoMarorpaMmme

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) / BpeMmeHa ynepXUBaHHA

Ha

HCTIBITYEMOT'O
pacTtBopa COOTBETCTBYIOT BpEMEHaM

Ha

pacTBopa
CTaHAApTHLIX 00pa3LOB KETOPOJIaKa
TpoMeTaMMHa U HallpoKceHa (pasaen
«KoJIHueCTBEHHOE OTIpE/IEIIEHUEN)

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) /
BpemeHa yIOepXHBaHHS OCHOBHBIX
MTUKOB Ha XpoMaTorpaMmme
UCIBITYEMOTO ~ PacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIEepXKHUBaHUA OCHOBHBIX MUKOB Ha
XpoMarorpamme pacTBOpa
CTaHAAPTHBIX O00pa3lOB KeToponaka
TpOMeTaMUHa U HalpoKceHa (paszen
«KonmmiecTBeHHOE ONPEAEIICHHE)

3 Clarity / IIpospauyHocTn

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuys
npernapara He HOJKHA IPEBLIIATH
ONIAJIECLIEHIIMIO ITAJIOHA CpaBHEHHUS .

4 Color / LIBeTHOCTL 0.040 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu a11He BOJNHBI
430 uMm

5 pH 7.30 Between 6.9 and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykr coorBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IoaroroeneHo: Pardeep Kumar

——

Checked by /
[Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoaurens

— Pawan Kumar P

Reprint Date /
Hara: 31.07.2021

Print Date /
Hara: 31.07.2021

Print Date /
JaTa: 31.07.2021

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
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToponak) pacTBop AJis BHYTPUBEHHOIO ¥ BHYTPHMBbILIEUHOIO BBEACHHS, 30 mr/mn
Batch No / : V210769 Batch Quantity / : 2,09,090 ampules /
Cepusn No Oonem cepun 2,09.090 amnyn
Analytical Report No / : 890001538298 Date of Analysis / : 31.07.2021
AHanuTHYeCKHH oT4yeT No JlaTa anannsa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npou3BoacTBA logen g0

Analysis performed according ND / Ananns nposenen mo HJI: JI[1-001365-231118 (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 / MexaHu4ecKHe BKIKYEHUS

6A Visible particles /
BuauMpie 4acTULIBI

Complies / CooTBeTCTBYET

Should correspond to requirements /
B cooTtBeTcTBUH ¢ TpeOOBAaHUAMU

6B Invisible particles /

HeBuaumble YacTHLIBI:

i. Particles> 10 pm/ 163
YacTHipl pasMepoM >

Not more than 6000 per ampoule /
He 6onee 6000 Ha amITyny;

10 MxM
ii. Particles > 25 pm/ 11 Not more than 600 per ampoule /
YacTHLIBl pa3MEPOM > He 6onee 600 Ha amnyimy.
25 MKM
7 Related substances / PoacTBeHHbIE NpUMeCH
Impurity A / IlpuMecs A 0.14% Not more than 0.20 % / He 6oinee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He Gomnee
0,50 %
Impurity C / I[Tpumecs C Less than LOO (0.033° Not more than 0.50 % / He Gonee
ess than LOQ (0.033%) 0.50 %
Impurity D / ITpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard Area 1963) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuduaHas HeuaeHTAQUIH- 0.05% 0,20 %
pOBaHHasA NIPUMECh
Total impurities / Cymma 0.24% Not more than 1.50 % / He 6onee
npumecei 1,50 %

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpebopanuam HJJ

Conclusion : APPROVED /
Baxmouenne: OJOBPEHO

Prepared by /

Checked by /

IloaroroBneHo: Pa{dEEp Kumar | IMposepeno: Himesh Kumar

N\

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

Pawan Kumar
X

Reprint Date /
Jara: 31.07.2021

Print Date /
Jara: 31.07.2021

Print Date / !
Mara: 31.07.2021
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrt: Ketopon® (keToponak) pacTBop AJis BHYTPHBEHHOIO U BHYTPHMBILLIEYHOTO BBEAEHHS, 30 MI/MJ1
Batch No / : V210769 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepun 2,09,090 amnyn
Analytical Report No / : 890001538298 Date of Analysis / : 31.07.2021
AHanuTHYecKui oTyeT No JlaTa anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTta npon3BoacTBa T'open o
Analysis performed according ND / Ananuz nposeaen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3Baexaemblii 06beM

1.1ml/1.1 mn

Not less than label claim (1.0 mL) /
He menee HomuHanbpHOTO (1,0 M)

9 Bacterial endotoxins /
BakrepuaibHbie
SHAOTOKCHHBI

<=0.725EU/mg /
<=0.725E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6onee 5,8 ED/Mr
KETOpOJIaKa TPOMETaMHHA

10 Sterility / CtepuibHOCTB

Complies / CtepuneH

Should be sterile / Ctepunen

11 Assay / KonuuecTBeHHOE olipeesieHue
a) Ketorolac tromethamine / 29.29 mg /29.29 Mr From 270mg to 33.0mg of
KeTtoponaka TpomeTaMHH CisHi3NO3- C4H 11 NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 MT
o 33,0 Mr C15H13NO3'C4H11NO3
(keTopoJaka TPOMETaMMH) B 1 M1
b) Sodium chloride / Hatpus 4.36 mg/mL / 4.36 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIIOpU Ot 4,2 mr/mn 1o 4,5 Mr/mn
12 Alcohol content / ITanon 11.71 % Between 10.60 % and 12.60 %/

Or 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
Tpyumeuanue: IIpomykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akarwuenue: OJOBPEHO

Prepared by /
Ioxrorosnewo: Pardeep Kumar

Checked by /
ITposepeno: Himesh Kumar

) —=

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

Pawan Kumar p

Reprint Date /
Jara: 31.07.2021

Print Date /
Jarta: 31.07.2021

Print Date /
Hata: 31.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Keropon" (KeToponak) pacTBOp /1 BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBeeH s, 30 Mr/Ma
Batch No / : V210769 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepiin 2,09,090 amnyn
Analytical Report No / : 890001538298 Date of Analysis / : 31.07.2021
AHanuTHyeckuii oryer Ne JlaTa anaau3a

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoH3BoACTBa T'onen go

Analysis performed according ND / Ananus nposeaen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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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/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 1 Mo B aMmynsl U3 TEMHOTO
creia knacca I (USP). B Bepxueit | Ilo 1 M B ammyJisl U3 TEMHOTO CTEKIIa
YyacTH aMITyNbl HaHeceHwl koibuo u | wracca I (USP). B Bepxueii uactu
Touka A pasioMa. Ha ammyiry | aMIyJbl HaHECEHHI KONBLO U TOYKa
HAKJIEUBAIOT 3TUKETKY. It paznoMa. Ha amITyny HaK/IeMBaloT
ITo 10 amMmyn ¢ UHCTPYKLHMEH IO | 3THKETKY.
NPUMEHEHHUIO pomewatror | Ilo 10 amMmyn ¢ HHCTpYKUMEH IIO
B [IBX/anmoMuHuEBEII OMHCTED. [IPUMEHEHUIO IIOMELIAOT
Io 1 6nucTepy B Dauky xapToHHy. | B IIBX/amomuaneBrii 61ucTep.
ITo 1 6nucTepy B auKy KapTOHHYIO;
IS cTalMoHapo: mo 2, 3, 5
BIHMCTEpOB B MAYKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B coorsercteuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3awumenuom
XpaneHue OT CBETa MECTE NpH TeMIepatype He Bhiie 25 °C. He 3aMOpaXUBaTh.
16 Shelf-life / Cpok roxnocTn 3 years / 3 roga.

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

ITpumeuanue: IlpoaykT cooTreTCcTRYET TpeboBanusM HJI 3axmouenue: OJIOBPEHO

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

[oarotosiero: Pardeep Kumar | IMpoeepenq: Himesh Kumar | Ono6peno: Menemxep / PykoBoauress
I C::S——’/;) Pawan Kumar j%;_,
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