Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIHU3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon" (keToposak) pacTeop ans BHYTPWUBEHHOTO ¥ BHYTPUMBbILICHHOTO geeneHus, 30 Mr/min

Batch No / : V210015 Batch Quantity / . 2,30,000 ampules /
Cepusa Ne O6bem cepuu 2,30,000 amnyn
Analytical Report No / : 890001507545 Date of Analysis / : 17.02.2021
AHanuTHyeckuii oTyeT Ne Jlara anajansa
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa mpoH3BOACTBA T'ogen a0
Analysis performed according ND / Aunanns nposesen no HJL: JIM1-001365-231118 (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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[Tpo3pavHbli, fecLBETHBIH pacTBOP.

1;.? Test / [loxazareb Results / PesyibTaThl Specification / Hopma
1 Description / Onucanue Clear, colorless solution. / | Clear, colorless to pale yellow

solution. / TIpospadbiii, GecLBETHbIA
WK CBETIIO-KEATBIA pacTBOP.

2 Identification /
[MoAJTHHHOCTE

The retention times of the main
peaks in the cluumatogram of test
solution correspond to those in the
chromatogratn of ketorolac
tromethamine amd naproxon
reference standards solution (Assay
section) / BpemeHa yaepXuBaHUA
OCHOBHBIX MUKOB Ha
XpoMmarorpamme UCILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yJIepKHBaHHA OCHOBHBIX NMKOB Ha
xpoMmarorpamMmme pacTBopa
CTaHJApTHEIX 00pa3sLioB KeToponaka
TpOMETaM¥Ha 1 HaNpOKCeHa (paznen
«KomuecTBEeHHOE OTPEIENEHUE)

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 yAepKUBAHUA OCHOBHBIX
MTMKOB Ha XpoMaTorpamme
ACTILITYEMOr0  PacTBOpa  MOJDKHBI
COOTBETCTBOBATh BpEMEHaM
yIepKUBaHWA OCHOBHBIX THKOB Ha
XpomaTorpamme pacTBopa
CTaHAapTHBIX 00pa3sLOB KeTOpoiaka
TpoMeTaMuHa M HanpokceHa (pasnen
«KONMYeCcTBEHHOE ONpe/IeNeHNUED)

3 Clarity / IIpo3pa4HoCTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OmanecueHuns
Ipenapata He JOJDKHA MPeBbIIIaTh
OTaJIeCIIeHIIMIO ITaNoHa cpaBHeHuA L.

4 Color / IlBeTHOCTL 0.04 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npy ANMUHE BOJHBI
430 am
5 pH 7.27 Between 6.9 and 7.9/6,9-79

Remarks : The Product confirms to ND/

TTpumeyanne: [1poyKT COOTBETCTBYET tpebosanusm HJT

Conclusion : APPROVED /
3armogenne: OJJOBPEHO

Prepared by /
[oarotosneno: Pardeep Kumar

el

Checked by /
TIposepeHno: Himesh Kumar

 ——

N

Approved by: Manager/Executive /

OnobpeHo: Mefigukep / Pykosoaurelib
Ajay Sharma

Roprint Lyale / P'rint

Tata; 17.02.2021

Jlata: 17.02.2021

Datc /

Print Nate /
Tara: 1'/.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, 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 AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 Ipoaykr: Ketopon™ (keToponak) pacTsop Ui BHYTPMBEHHOIO ¥ BHYTPHMBILICHHOIO peefenus, 30 Mr/mi
Batch No / : V210015 Batch Quantity / . 2,30,000 ampules /
Cepus Ne O06nem cepuu 2,30,000 amnyn
Analytical Report No / : 890001507545 Date of Analysis / : 17.02.2021
AnaauTnueckuii oTuer Ne JlaTa aHa/IN32

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023

Jlara npon3BoACTBA T'oaen po

Analysis performed according ND / Auanns
\1;4.01 2020 /uam.Ne 1 ot 14.01.2020, amend Ne

nposeaen no HJL: TII1-001365-231118 (amend Ne 1 from
2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHn4yecKue BKIIOHCHUSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
Buaumble 4acTHIIbI B coOTBETCTBUM C TpeOOBaHMAMM
6B Tavisible partinian /
HerunnmMble YacTULIBL:
i. Particles> 10 pm/ 11 Not more than 6000 per ampoule /
Yy 1uLibl pasMepoM = He 6onee 6000 Ha amMmyJ1y;
10 MKM
ii. Particles>25 um/ 1 Not more than 600 per ampoule /
YacTHILI pa3sMEPOM > He Gonee ANN Ha aMTIYITY.
25 MKM
7 Related substances / PoacTBeHHBIE IPUMELH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / ITpamech C Less than LOQ (0.033%) Not more than 0.50 % / He Goinee
' 0,50 %
Impurity D / TIpumeck D Not more than 0.20 % / He Gonee
BDL (Disregard Area 1817) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Goiee
EnuHItHAsS HeUASHTAG M- 0.06% 0,20 %
poBaHHas NpHUMECh
'l'otal impurities / Cymma 0.36% Not more than 1.50 % / He Ooinee
npuMeceh 1,50 %

Remarks - The Product confirms to ND/
[Tpumeuanye: [IPOAYKT COOTBETCTBYET tpeGosanuam HJL

Conclusion : APPROVED /
3axmoucnue: OJOBILIIO

Prepared by /
IMoaroroeneHo: Pardeep Kumar

Checked by /

[Mposepeno: Himesh Kumar

L8

Approved by: Manager/Executive /
Onobpero: Mengjpkep / PykosonuTeb
Ajay Sharma

Reprint Date /
Tara: 17.02.2021

Print Date /
Hara: 17.02.2021

Print Date /
Hara: 17.02.2021

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 Q‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Mpoaykr: Ketopon® (KeTopoak) pacTBOp Anls BHYTPHBEHHOTO 1 BHYTPHMBILLEYHOTO BBE/ICHNS, 30 Mr/mn
Batch No/ : V210015 Batch Quantity / : 2,30,000 ampules /
Cepust Ne Oo6nem cepun 2,30,000 ammnyn
Analytical Report No / : 890001507545 Date of Analysis / : 17.02.2021
AHanuTHYecKH# oTyeT Ne Jara apanu3a

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npoH3BOACTBA T'ogen 10
Analysis performed according ND / Ananu3 nposejen no HJL: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /mam.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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( 8 Extractable volume / 1.1ml/ 1.1 M Not less than label claim (1.0 mL) /
Handicaemblii 00beM He menee HomuHanLuoro (1,0 M)
9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
RakTepHANLHEIE <=(0.725C3/Mr tromethamine / He 6once 5,8 ED/Mr
IHA0 TUKCHHDI KETOPOJIARA 1pUMETaAMHHA
10 Sterility / CTepuannocTL omphies / Lrepridt Ml by abertle / Svoprenart
11 Assay / KonnuecTBEHHOE VLpeacicHIE
a) Ketorolac tromethamine / 29.47 mg / 29.47 Mr From 270mg to 33.0mg of
Keroponaka TpOMETaMHH C15H3NO3- C4I1 NO; (ketorolac
womethamine) por 1 mL / Ot 27,0 mr
pife) 33,0 MI C151113NO3'C4H11NO3
(ke 1UpPOTIKD TRAMOTAMTIL) B 1 M1
h) Sndium chloride / Harpus 4.29 mg/mL / 4.29 mr/mMi Between 4.2 mg/mL und 4.5 wg/wl /
KIOpHA Ot 4.2 Mm1/mi 10 4,5 Mr/mi
12 Alcohol content / ITaHoJ 11.59 % Between 10.60 % and 12.60 %/
Ot 10,60 % 10 12,60 %

Remarks : The Product confirms to ND/
[Mpumeuanmne: [TpoIYKT COOTBETCTBYCT tpebosanuam HJI

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Pardeep Kumar

o

IMporepeno: Himesh Kumar

——

Approved by: Manager/Executive /

Ono6peno: Me cep / PyxoBonurenb
Ajay Sharma

Print Date /
Jara: 17.02.2021

Reprint Date /
Jara: 17.02.2021

Print Date /
Jara: 17.02.2021

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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Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

AHanuTHyecknil oTueT No

CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponiak) pacTBOp JUls BHYTPUBEHHOTO M BHYTPHMBILUCYHOTO BBEACHHA, 30 mr/mn
Batch No / : V210015 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6bem cepuu 2.30,000 amnyn
Analytical Report No / : 890001507545 Date of Analysis / : 17.02.2021

JlaTa amanusa

Date of Manufacture /
Jara npon3BOJCTEA

: Jan-2021 Date of Expiry / : Dec-2023

T'ogen o

Analysis performed according ND / Ananns nposenen no HJI: JII1-001365-231118 (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)

[MoarorosneHo: Pardeep Kumar

o
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13 Packaging / Ynakosxa 1 mL in class 1 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
inlumition leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in 4 carton puck;
1 blisters in u cutlon pack. L'or m patient facilities: 2, 3, 5 blisters
m in a carfon pack.
I[Io 1 mn B aMmnoyibl U3 TeMHOIO
crexna wiacca I (USP). B Bepxue#l | Ilo 1 mit B aMIlyJibl M3 TEMHOTO CTEKIIA
YacTH aMITyJbl HaHeceHsl koiblo ¥ | kmacca 1 (USP). B BepxHell yYacTu
TOYka UIA pasioMa. Ha ammymy | amriynbl HaHECEHBI KOJBLO M TOUKA
HAKJIEUBAIOT 3THKETKY. 171s pazioma. Ha aMIylly HaKieuBaroT
IMo 10 ammyn ¢ WHCTpYKOHCH IO | OTHKETKY.
NPUMEHEHUIO nomemaroT | Ilo 10 ammya ¢ MHCIpYKUMER 1O
B [1BX/amoMHHICBBI GIHCTCp. NPHMEHEHMIO IOMeTAnT
[o 1 6mucTepy B Mayky KapToHHyw0. | B l1BX/amoMuHueBbIA OnucTep.
ITo 1 6aucTepy B NAYKy KAPTOHHYIO;
o1 cTamdoHapos: mo 2, 3, 5
~6nUCTEPOR B MAYKY KaPTOHHYIO-
14 Labelling / MapkupoBka According to ND / B cootserctum ¢ H/L.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aniuIneHHOM
XpaHeHue OT CBETa MecTe IpM Temnepatype He bimie 25 °C. He 3aMOpaxuBaTh.
16 Shelf-life / Cpok rognocTn 3 years / 3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [pogykr cootercTayet Tpebosatmam HJL 3akmouenne: ONIOBPEHO
Prepared by / -Checked by / Approved by: Manager/Executive /

ITposepeno: Himesh Kumar | Ono6peno: MeHe@E} / PyxoBoaHTEND

— l — Ajay Sharma

Reprint Date /
Jara: 17.02.2021

Print Date / Print Date /

Jara: 17.02.2021 TMara: 17.02.2021
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