Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : /

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

Aganutnyeckuii oruer Ne

Jlara anannia

Ipoaykr: Keropon® (keToponak) pacTeop Jisi BHYTPUBEHHOrO M BHYTPUMbILIEYHOrO BBeAeHNH, 30 Mr/mit
Batch No / : V210615 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6beM cepHH 2,30,000 ammyn
Analytical Report No / : 890001532861 Date of Analysis / : 30.06.2021

Date of Manufacture /
JaTa mpon3BoacTBA

: Jun-2021

T'ogen go

Date of Expiry /

: May-2024

Analysis performed according ND / Anain3 nposeaen no HJI: JITI-001365-231 118 (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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2 Tdentification /
TMuMIMHHVE L b

IIpo3paunslil, OecLBETHLIH pacTBOP.

1;.:) Test / [TlokasaTcab Results / PesyarLTatsl Specification / Hopma
1 Description / Onucauue Clear colorless solution. / | Clear, colorlcss to pale yellow

solution. / TIpo3pauHpl, OecUBETHBIH
WIH CBCTII0-KCITLIF paeTnop.

The retention times of the main
puahs i e duvmatogiam of teat
solution correspond to those in the
Jduomatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay

section} / BpeMeHa yaepWBaHHA
OCHOBHBIY TTUKNR Ha
XPUMATVLPAMME UCHBITYEMOTO

paciBopa cCOOTBETCTBYIOT BPEMCHAM
YACpKHBAaHUS OCHOBHBIX ITHKOB Ha
XpoMarorpamMme pacTBOpa
CTAHAAPTHRX NOPARTIOR KeTOpOTaKa
TpOMETAMHHA Y HAIIpOKCEHA (pasnen
«Konu4yecTBeHHOE onpeueneHHe»)

The retention times of the main peaks
in the ohromatogram of twut volulion
should correspond (o those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpeMeHa yHOEPKUBAHMA  OCHOBHbIX
MTAKOR HA XpamaTQrpamMme
MCHIBITYCMOTO  pAcTBOPA  JOMDKIILI
COOTBCTCTBOBATH ppeMenaM
yIEPKMBAHHA OCHOBHBIX IHKOB Ha
XpoOMaTorpamMme pactBopa
CTaHNApTHBIX 00PAa3llOB KETOpOJaKa
TPOMETaMHHa U HalpoKceHa (pa3men
«KonuuecTBeHHOE OTIpeAeneHHe»)

3 Clarity / IIpo3pauHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHus
npenapara He NOJDKHA NPEBbIILATh
onanecleHUMIO 3TalOHa CpaBHeHuA 1.

4 Color / IIBeTHOCTH 0.038 Abs Not more than 0.20 at 430 nm /
He Gonee 0,20 mipu AIHE BOJHEI
430 oM
5 pH 7131 Retween 6.9 and 7.9/6,9 - 7,9
—

Remarks : The Product confirms to ND/
IMpumeyanue: [Tpoaykr coorsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Lrepared by /
IMoarororneno: Pardeep Kumar

Clivslwd by f
IMposepeHo: Himesh Kumar

—l

Approved Uy Muuage i/ Lxzautive |
Onobpetro: Menemxep / Pykosogurens
Pawan Kumar

Reprint Date /

Tara, 20.06.2021

Print Date /
Tlara: 30.06.2021

Print Date /
Hara: 30.06,2021

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
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp /Ui BHYTPUBEHHOIO W BHYTPHMBIIIEUHOrO BBE/IEHHUS, 30 Mr/ma
Batch No / : V210615 Batch Quantity / : 2,30,000 ampules /
Cepust Ne O6bem cepun 2,30,000 amnyn
Analytical Report No / : 890001532861 Date of Analysis / : 30.06.2021
AHaJIMTHYECKHI oTUeT No JlaTa anaanza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npouzBoacTea TI'ogen ao

Analysis performed according ND / Ananus nposegen mo HJI: JIIT-001365-231118 (amend Ne 1 from
11.01.2020 /M. Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4YecKHe BKIIOYEHUSA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
BHANMEIE TACTHLBI R cONTRETCTRUN ¢ TNEAORAHVAMA
6B Invisible particles /
HeBuayMbre yacTHIIBL:
1. Particles > 1U um/ 18 Not more than 6000 per ampoule /
YacTulibl pasMepoM > He 6onee 6000 Ha amItyny;
10 MM
ii. Particles > 25 pm/ 1 Not more than 600 per ampoule /
YacTulipl pasMepPOM > He 6onee 600 Ha ammyiny.
25 MKM
7 Related substances / PoacTBeHHbIE IPUMECH
Impurity A / [Tpumecs A 0.15% Not more than 0.20 % / He 6omnee
0,20 %
Impurity B / IIpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / IIpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 0Gonee
’ 0,50 %
Impurity D / [Ipumecs D Not more than 0.20 % / He 6onee
BDL (Disregard Areal841) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 0Oonee
EavuuyHas HeuaeHTHOULH- 0.05% 0,20 %
pOBaHHas IIPUMECh

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [IpoayxT cooTBeTcTBYeT TpeboBanuam HJT 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Togrorosneno: Pardeep Kumar | ITpoeepeno: Himesh Kumar | Ono6peno: Menemxep / Pykoonurens

(_i_/ P | o Pawan Kumar ;g—/

Reprint Date / Print Date / Print Date /
Hara: 30.06.2021 JHara: 30.06.2021 Hara: 30.06.2021
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp /i BHYTPUBEHHOTO M BHYTPHMBILICYHOTO BBEIeH S, 30 MI/Ma
Batch No / : V210615 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6nbem cepun 2,30,000 amnyn
Analytical Report No / : 890001532861 Date of Analysis / : 30.06.2021
AHannTHYecKHi oT4yeT No Jata anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoH3BOACTBa I'ogen o
Analysis performed according ND / Ananus nposegen mo HJI: JITT-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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H3BnexaeMblii 00beM

Total impurities / CymMa 0.26% Not more than 1.50 % / He Oonee
npumece 1,50 %
8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /

He Menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuaabHble <=1,/ 23E3/M1 womethamliue / He Guiee 3.8 LU/v
JIA0TOKCHHEI KETOPATAKA TPOMCTAMHHA

10 Sterility / CTepuJbHOCTb Complies / CrepuieH Should be sterile / Crepunen

11 Assay / KonnyecTBeHHOE ONpefeIeHIe
a) Ketorolac tromethamine / 30.29 mg / 30.29 mr From 27.0mg to 330mg of

Keropoliakd 1poMeramng Ci5sI13NOy Gyl NO; (kctorolac
tromethamine) per 1 mL / Ot 27,0 Mr
o 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TpOMeTaMuH) B 1 M
b) Sodium chloride / Hatpusa 4.34 mg/mL / 4.34 mr/mn Between 4.2 mg/mL and 4.5 mg/ml /
XJOpun Ot 4,2 Mr/ma o 4,5 Mr/mia
12 Alcohol content / ITaHon 11.59% Between 10.60 % and 12.60 % /

Or 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Ipumeuanye: [Tpoaykt cooTBeTcTBYeT Tpebopanuam H/JI

Conclusion : APPROVED /
3axknwuenune: OJOBPEHO

Prepared by /
TToarorosneHo: Pardeep Kumar

——

Checked by /
[Tposepetio: Himesh Kumar

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

Pawan Kumar %

Reprint Date /
JTara: 30.06.2021

Print Date /
Jara: 30.06.2021

Print Date /
Jara: 30.06.2021
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon® (keToponak) pacTBOp [ BHYTPUBEHHOIO U BHYTPUMBILIEYHOTO BBEAEHHS, 30 Mr/mi
Batch No / : V210615 Batch Quantity / : 2,30,000 ampules /
Cepusn Ne O0beM cepun 2,30,000 ammyn
Analytical Report No / : 890001532861 Date of Analysis / : 30.06.2021
AHasmTHYeCKHI oTueT No JaTa ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npou3BoaCTBa T'ogen o
Analysis performed according ND / Anann3 nposenen mo HJI: JIIT-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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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.
PYClaluminum hlinlor. 1 blintoro in a carton pasls
1 blisters in a carton pack. Tor in-paticnt facilitics: 2, 3, 5 blisters
m in a carton pack.
[lo 1 Mn B ammysibl U3 TEMHOIO
crexna knacca I (USI'). B Bepxueil | 1lo 1 M B amiIysbl H3 TCMHOTO CTEKIa
Y4CTH dMLLYIIbl HAHECEHBL kuibuy M | rhdesa I (USF). B sepadell uaitm
TOYyka s pasjgoma. Ha ammyny | ammynsl HaHECEHBI KONBLO U TOYKA
HaKJIEHBAIOT ITUKETKY. 175t pasnoma. Ha amnyny HakieuBarot
o 10 ammyn o wmeTpyuiwoil mo | ATHEoTIC).
TIPUMEHEHUIO nomMemaror | Ilo 10 ammyn ¢ WHCTpyKuUMed mo
B [IBX/antoMmusueBbIf 6aHCTED. NPUMEHEHUIO NOMEHIAIOT
ITo 1 6nuctepy B Mauky kapToHHywoo. | B [IBX/amomuHHeBbIH GnucTep.
Ilo 1 6iucTepy B NaYKy KaPTOHHYIO;
JUis  cTaiMoHapoB: mo 2, 3, 5
GIMCTEPOB B Ma4YKy KaPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetcTtum ¢ H]I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3a1uuilesHOM
XpaHeHue OT CBeTa MecTe Ipy TeMriiepatype He Bbime 25 °C. He 3aMopaxuBarts.
16 Shelf-life / Cpok rognoctu 3 years / 3 rona.

Remarks : The Product confirms to ND/
|lpumeuanue: HIpooyKT COOTBETCTBYET TpeboBaHMAM /|

Conclusion : APPROVED /
Jaxkarouenne: UJNUbYEHU

Prepared by /
Ilonroroeneno: Pardeep Kumar

@LT

Checked by /
1 Iposepeno: Himesh Kumar

—_ —

Approved by: Manager/Executive /
OmobpeHo: MeHemkep / PyKoBoaUTENb

j Pawan Kumar g

Reprint Date /
Hara: 30.06.2021

Print Date /

Mara: 30.06.2021

Print Date /
Hara. 30.06.2021
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