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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 20 mg/ml
Ilpoaykr: Keropon® (iceToponax) pacTnop A1 BIIyTPHBCHHOTO M BHYTPHMBILICUHOTO BBCACHHS, 30 MI/MIT
Batch No / : V210616 Batch Quantity / : 2,09,000 ampules /
Cepusa Ne O6bem cepuu 2,09,000 ammyn
Analytical Report No / : 890001532769 Date of Analysis / : 30.06.2021

AnannTHueckuii oruer Ne Jara ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JUATH NponiRoaCcTRA I'ogon no

Analysis performed according N / Ananu3z nposeaen no H/L: JI11-0U1365-231118 (amend Ne | 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)

Page 1 of4/Crp. 1 u3 4

1}‘? Test / ITokazaTtean Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow
IIpospaunstii, 6ecLBETHBIH pacTBOp. solution. / ITpo3paunslii, 6ecrBeTHbIH

WIH CBETIO-XKETHIH PacTBOp.

2 Identification /
IMoxnuHHOCTDL

chromatogram of
tromethamine and

XpoMaTorpamme

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

ketorolac | chromatogram of ketorolac
naproxen | tromethamine and naproxen reference

reference standards solution (Assay | standards solution (Assay scction) /
section) / Bpemena ymepuBaHus | BpeMeHa yHepKMBAHHS OCHOBHBIX

OCHOBHBIX IMHUKOB Ha IMUKOB Ha XpoMaTorpaMmme
XpoMaTorpaMme HCIBITYEMOTI'O HCTIBITYEMOTO pacTBOpa JAOJKHBI
pacTBopa COOTBETCTBYIOT BpEMEHAM COOTBETCTBOBATH BpEMEHAM

YAepXUBaHHA OCHOBHBIX TIMKOB Ha YACPXKHUBAHUA OCHOBHLIX ITHKOB Ha

pacTBopa | XpomMatorpamme pacTtBOpa

CTaHAapTHeIX 06pa3loB KETOpONaka | CTaHEAPTHBIX OOpa3LoB KETOpoJaka
TPOMETAMHHA M HATIDOKCEHa (pa3fen | TpoMeTaMUHA M HanpoKceHa {(pasmen
«KoIM4YeCTBEHHOE OMpeIeIEeHUE)) «KonuuecTBEHHOE OTIpEIENIeHEY)

3 Clarity / IIpo3pauHocTb

Complies / CooTBeTCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He J0JDKHA NPEBhIIATh
ONANECIEHUHMIO ITATTOHA CpaBHEHUS 1.

4 Color / lIBeTHOCTH 0.035 Abs Not more than 0.20 at 430 nm /
He Gosee 0,20 npu AnvHe BONHBI
430 aM

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipogykr cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoguress
Pawan Kumar

Reprint Date /

Jara: 30.06.2021

Print Date /
Jara: 30.06.2021

Print Date /
Jata: 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
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHUO®HKAT AHAJIU3A

Product : /

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

Ipoayxr: Keropon™ (keToposak) pacTBop asis BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTrO BBeAEHMs, 30 MI/mi
Batch No / : V210616 Batch Quantity / ¢ 2,09,000 ampules /
Cepua Ne O6bem cepuu 2,09,000 amnyn
Analytical Report No / : 890001532769 Date of Analysis / : 30.06.2021
AHanuTHYecKHi oTyeT No Jara anammsa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024

JlaTta npounsBoacTBa I'ogen no

Analysis performed according ND / Anannz nposenen no HJI: JIT1-001365-231118 (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)

Page 2 of 4/ Ctp.2 uz 4

6 Particulate matter / MexaHnuyeckue BKIIOYEHUS

6A Visible particles /

Bupumele 4acTHLBI

Complies / CooTBeTcTBYET

Should correspond to requirements /
R COOTRATCTRUU T‘l’\ﬁﬁnRaHMﬂMH

6B Invisible particles /
Hesunumeie yacTULIBL:

1. Particles > 10 pm / 21 Not mare than 6000 per amponle /
Yav 11ubl pdsmepum He boiee bUUY Ha ammyiy;
10 mxM
ii. Particles > 25 pm/ 1 Not more than 600 per ampoule /
Yatruus! pasMepoM - He bonee 60U na ammnyiy.
25 MxM
7 Related substances / Poxcrsennnie npumecn
Impurity A / Tlpumecs A 0.16% Not more than 0.20 % / He 6Gomee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / I[Tpumecs C Less than LOO (0.033% Not more than 0.50 % / He Oonee
ess than LOQ (0. 0) 0,50 %
Impurity D / Ilpumecs D Not more than 0.20 % / He Oonee
BDL (Disregard Areal841) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
Eunnnunas vennentugmnm- 0,20 %

pOBaHHas NPHUMECH

0.06%

Remarks : 'I'he Product confirms to

[Tpumeuanue: Ilpoagykt cooTBeTcTBYET TpebGoBaHusM HJJ

ND/

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IoprorosneHo: Pardeep Kumar

Checked by /
Iposepeno: Himesh Kumar
- ™

Approved by: Manager/Executive /
Onofipenn: Meremxep / Pykoraaurens

\ Pawan Kumar £ )

Reprint Date /
Hara: 30.06.2021

Print Date /
Jara: 30.06.2021

¥

Print Date /
Jlata: 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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf'

CERTIFICATE OF ANALYSIS

CEPTUOUKAL AHAJIWSA

Product : /

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

AHanHTHYECKHH oTUeT No

Jara anammza

ITpoaykr: Ketopon® (keToponak) pacTBop uis BHYTPMBEHHOTO M BHYTPUMBILIEYHOTO BBEACHHUS, 30 Mr/mMA
Batch No / : V210616 Batch Quantity / : 2,09,000 ampules /
Cepus No Oo6nem cepnu 2,09,000 amnyn
Analytical Report No / : 890001532769 Date of Analysis / : 30.06.2021

Date of Manufacture /
HJara npousBoacTna

: Jun-2021

Tonen ao

Date of Expiry /

: May-2024

Analysis performed according ND / Ananus nposenen no HJ: JITT-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)

Page 3 of4/Crp.3 u3 4

Total impurities / Cymma 0.33% Not more than 1.50 % / He 6omnee
mpuMecen 1,50 %

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HWanncwenenonii nfnaen T1C i acnwmus o o (1,0 w)

9 Bacterial endotoxins / <—0,725EU/mg / Not more than 5.8 Ell/mg of kelorolac
Rakrepuam.nie <=0 T?5FEA/Mr tromethamine / He Gonece 5,8 E9/Mr
IHAOTOKCHHBI KeTOpOJIaKka TPOMETaMHHa

10 Sterility / CTepunbHoCcTh Complies / Ctrepunen Should be sterile / Crepusien

11 Assay / Koinuecrsesnoe onpeaenetue
a) Ketorolac tromethamine / 30.16 mg /30.16 mr From 270mg to 33.0mg of

Keroponaka TpomeTamun Ci5H13NO3 C4H 1 NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
a0 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 M

b) Sodium chloride / Hatpus 4.40 mg/mL / 4.40 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /

XJIOPHL Or 4,2 mi/mu po 4,5 mi/ma

12 Alcohol content / Tanon 11.74% Between 10.60 % and 12.60 % /

Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykr cooTBeTcTBYET TpeboranusM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
Ilonroroeneno: Pardeep Kumar

Checked by /
IIporepeno: Himesh Kumar

N

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

Pawan Kumar 5'2

Reprint Date / f
Jdata: S0.006.202410 T =

Print Date /
Hara. 30.00.2021

Print Date /
Mata. 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
CIN: L85195AP1984PLC001507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : /

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

Hpoaykr:  Keropon® (keroponak) pacrsop /s BHYTPHBEHHOTO H BHYTPHMBILLEYHOTO BBeAeHHs, 30 Mr/m
Ratch No / : V210616 Batch Quantity / : 2,09,000 ampules /
Copua No O6bemM cepun 2,09,000 amury
Analytical Report No / : 890001532769 Date of Analysis / : 30.06.2021
AnanuTndeckuii otyer Ne HaTa ananusza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npousBoacTBa I'onen g0

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-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)

Page4 of 4/ Crp.4n3 4

13 Packaging / Ymakoeka

1 mL in class I amber glass ampoules
(USP). A cut ring and point in the
upper part of ampoule. A label is
attached to ampoule.

10  ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack.

m

Ilo 1 M B ammysel W3 TEMHOTO
crekna xnacca I (USP). B Bepxueit
YacTH aMITyJIbl HAHECEHb! KOJBLO U
TOYKa A pazioma. Ha ammyny
HAKJIGHBAIOT DTHKETIKY.

Ho 10 umuyn ¢ nuerpyrupedt no
IPUMEHEHHIO HOMEIIAIOT
B IIBX/amomMuHueBk# GimcTep.

Ilo 1 6nuctepy B a4yKy KapTOHHYIO.

1 mL in class I amber glass ampoules
(TISP) A cnt ring and pnint in the
upper part of ampoule. A label is
attached to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack.

[To 1 Mn B aMnynB! U3 TEMHOrO CTEKIa
knacca I (USP). B BepxHeil uactu
amIyJiel HaHECEHB! KONBLO W TOYKa
A pasiioma. 11a ammyny HakieHBaroT
3TURCINY.

[To 10 amMmyn ¢ MHCTpPYKIHEH Mo
NPUMEHEHHIO MOMEILAIoT
B IIBX/amomuHueBsIi GiucTep.

1o 1 6nucTepy B Nauky KapTOHHYIO;
Iid  cTauMoHapoB: mo 2, 3, 5
61CTEPOB B NMayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercTBru ¢ HJL.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aimumesHoM
OT CBETa MECTe Npu TeMiiepatype He Bbime 25 °C. He 3amopaxuBats.

16 Shelf-life / Cpok roguoctu

3 years / 3 roxa.

Remarks : The Product confirms to ND/
Ilpumeuanue: IIponykT cooTBeTcTBYET TpeGoBanusaM HJT

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
[oarorosneno: Pardeep Kumar

o -

Checked by /
IMpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoautens
Pawan Kumar

=

Reprint Date /

Print Date /

Hata: 30.06.2021

Jara: 30.06.2021

Print Date /
Hata: 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

CIN: L85195AP1984PLC004507
www.drreddys.com




