CERTIFICATE OF ANALYSIS

Dr.Reddy’s Q':’.

CEPTUPUKAT AHAJIM3A

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

Dieft Salam LID 172 JNC jaya
HEEE ToT =

ScH ;T =7 TITNOTA

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injeetl P@S‘igé%% 0
Hpoaykr: Keropon™ (keToponak) pacTeop [Uisi BHYTPHBEHHOTO M BHyTpHMMWQ}}QN}??ﬂ,@HHH,%O Mr/mi
Batch No / : V220198 Batch Quantity / : 209090 ampules /
Cepust Ne O0neM cepun 209090 amnyo
Analytical Report No / : 890001583688 Date of Analysis / : 31.03.2022
AnanurTuueckuii order Ne Jlara anaau3sa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTta npoH3BoJcTBa I'open g0

Analysis performed according ND / Ananau3s nposegen no HJI: JI[1-001365-170222

Page 1 0f4/Crtp. 1u3 4

i? Test / IToka3zaTesnb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colotless to pale yellow solution.

ITpo3pauHsblif GecUBETHBIM paCTROP.

/  TlpospauHblii OGeCUBETHBIA WX
CBETJIO-XKEJIThIH pacTBop.

2 Identification /
TIlopnvuHOCTEL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YIEPXKUBAaHUA OCHOBHBIX IHMKOB Ha
Xpomarorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMeHaM
YAEpXKUBaHUS OCHOBHBIX IMKOB Ha
XpoMaTtorpamme CTaHOAapTHOTO
pacTBOpa KeTopoJiaka TPOMEeTaMuHa
H HanpoKceHa (pazmen
«Konu4ecTBEHHOE ONpeIeNieHHEY)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YOEP)KUBAaHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATDH
BpeMEHaM YAEPXKUBaHUS OCHOBHBIX
HHUKOB Ha XpoMmartorpamMme
CTaHIAPTHOTO pAacTBOpa KeTopoJiaka
TpOMeTaMHUHa M HaIpoKceHa (pasmen
«KonuvecTBeHHOE OMpeieNieHHE)

3 Clarity / IIpo3pauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnayecieHips
npenapara He JA0JDKHA HPEBBINIATH
ONAJIECLEHIIMIO 3TATOHA CpaBHEeHH L

4 Color / LIBeTHOCTHL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnuHe BONHBI
430 M.

5 pH 7.29 From 6.9 t0 7.9. /Ot 6,9 no 7.9.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanne: Ipoaykr coorsercTByeT Tpebopanusm HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Naresh ITposepeno: Himesh Kumar Onobpeno: Menemxep / PyKQ]BOﬂliTenb
Kumar @? /‘&’/"_’/_L Pavan Kumar Sharma L
- =3 ; (ra-_,_._.-— s _

= -/l;/’
Reprint Date / Reprint Date / Reprint Date /
MHara: 30.03.2022 Jara: 30.03.2022 Hara: 30.03.2022
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular iniectionsgl@duganh-o2
IpoaykT: Keropon® (keToposak) pacTBOp [Uls BHYTPHBEHHOTO W BHYTPHMbNUQHHARQIBBeaRHNS, 30 Mr/mn
Batch No / : V220198 Batch Quantity / : 209090 ampules /
Cepusi No O0BeM cepun 209090 ammyn
Analytical Report No / : 890001583688 Date of Analysis / : 31.03.2022
AHanuTHYecKHi oTyeT No JlaTta ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTa npon3BOACTBA I'ogen no

Analysis performed according ND / Anann3 npoeeaen mo HJI: JI[1-001365-170222

Page 2 of 4/ C1p. 2 m3 4

6 Particulate matter / Mexannyeckue BKJIIOYEHHS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
Bunumbie 4acTHIBI B cootseTcTBIM ¢ TpeOOBAHUAMMU.
6B Invisible particles /
Hepuaumble 4acTHLIBL:
i. Particles> 10 pm/ 130 not more than 6000 per ampoule /
YacTHnu pasMepoM > He 6onee 6000 Ha amnyIy,
10 MM
ii. particles>25 pm/ 02 not more than 600 per ampoule /
YacTHI pa3sMepoM > He Gosree 600 Ha amILyy.
25 MxM
7 Related substances / PoncTBeHHbIE IpUMeECH
Impurity A / Tlpumecs A 0.14 % not more than 0.20 % / nHe Gonee
0,20 %;
Impurity B / ITpumecs B INEHdetEetea/ibIcIohRapyIEHa, not more than 0.50 % / He Goiee
0,50 %;
= Below LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Ilpumecs C NPEIIENa KOMHHECTRGHHOTO ONPEAENEHHS not more than 0.50 % / He Gonee
(TTKO = 0.033 %) 0,50 %,;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Hixe not more than 0.20 % / He Oonee
npenena o6uapyxkenns (I10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.09 % Not more than 0.20 % / He 6omnee
EnunuiHast HeuaeHTUQHIU- 0,20 %.
poBaHHas NPUMECD
Total impurities / Cymma 0.22 % Not more than 1.50 % / He 6onee
npUMecer 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
UzBnekaemblii 06bem He Menee HomuHansHoro (1,0 M)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBanusm HJJ Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Naresh Ipoeepeno: Himesh Kumar | Onobpeno: Menemxep / Pykopoautens
Kumar @ \ — Pavan Kumar Sharma /,‘r/ _—
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2022 Jata: 30.03.2022 Jlara: 30.03.2022
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJTM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

04199 Anc _in

Product : / Ketorol (Ketorolac] solution for intravenous and inframuscular L%?CQ”QP%QQMSH ua’ Bt
IIpoaykr: Ketopon™ (keToposiak) pacTBop Ui BHYTPHBEHHOTO H BH)‘T]JHMM!JT{Q‘WQ|]}B§31§HHH %0 M/ ML
Batch No / : V220198 Batch Quantity / : 209090 ampules /
Cepns Ne O0Bem cepun 209090 ammyn
Analytical Report No / : 890001583688 Date of Analysis / : 31.03.2022
AHanauTHYecKHi oTueT No JlaTa anasiu3za
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npoH3BOACTBA T'onen o

Analysis performed according ND / Anaun3 nposeaen no HJL: JIT1-001365-170222
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9 Bacterial endotoxins /
Bakrepnaibable
3HAOTOKCHHBI

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

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gosee 5,8 E3/Mr
KETOpOJiaKa TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepuibHOCTD (AJ1 KAKA0H
15-0ii cepun)

Sterile / Crepunen

Must be sterile. / JlomxeH ObITH
CTEPWIbHBIM.

11 Assay / KoanuecTBeHHOE 29.71 mg/29.71 mr From 270mg to 33.0mg of
onpejeseHUe C15H13NO;3 CsH1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pate; 33,0 MI C15H13N03'C4H11N03
(keTopoyaka TpOMETaMHH) B 1 M.
12 Alcohol content / ITanonu 11.84 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: Ilponykr cooTBeTcTBYeT Tpebosanusm HJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroropneno: Naresh Iposepeno: Himesh Kumar | Oxo6peno: Menemwxkep / P}-KOBDﬂllTeﬂb
Kumar é‘é/ _J___,//:’ Pavan Kumar Sharma S
_____.-——
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.03.2022 Jara: 30.03.2022 Hara: 30.03.2022
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Distt, Solan, H.B. 172 205 INDIA

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular i.ﬁgppyigmp%fjgﬁfgg@g{_oz
IIpoaykr: Keropon" (ketoponak) pacTsop JJisl BHYTPHBEHHOTO H BHYTPUMBIIE HHOLQ BEEAGHH, 30 Mr/mn
Batch No / : V220198 Batch Quantity / : 209090 ampules /
Cepust Ne O6bem cepun 209090 amnysn
Analytical Report No / : 890001583688 Date of Analysis / : 31.03.2022

AnajJuTH4ecKuii oruer Ne

JlaTa anaamn3a

Date of Manufacture /
JaTa npon3BoacTBa

: Mar.2022

Toaen no

Date of Expiry /

: Feb.2025

Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding 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. /

Ilo 1 w™Mn B ammoyilsl U3
CBETO3alUTHOTO CTeKIa
xopwuneporo kmacca I (USP). B
BepXHE! YacTWU aMITyJbl HAHECEHBI
KOJBIO W TOuka AJd pasinoma. Ha
aMITyny HaKJIeMBalOT STUKETKY.

Ilo 10 ammyn ¢ HHCTpYKUHEH Mo
NPUMEHEHHUIO AOMELIAIOT
B [IBX/amoMriHuEBbIH OIHCTED.

ITo 1 6aucTepy B Na4Ky KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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;

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

I[lo 1 M1 B aMoynasl U3
CBETO3AIMTHOTO CTEKJIa KOPHYHEBOTO
WIM  TEMHO-KOPHYHEBOTO  LIBETA
xiacca I (USP). B BepxHeidl 4acTtH
aMITyNbl HaHEeCeHbl KOJBLUO U TOYKa
1iis paznoma. Ha amnysty HakieuBaroT
STHUKETKY.

I[Io 10 aMmyn ¢ HWHCTpYKUMEH IO
TIPUMEHEHHUIO TOMELIAl0T
B [IBX/anoMuHMeBBIH O1HCTED.

ITo 1 6nucTepy B MauKy KapTOHHYIO;
s cTaguoHapos: o 2, 3, 5
6aMCTEPOB B TAYKY KApTOHHYIO.

14 Labelling / MapxkupoBka

According to ND / B cootsetrctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimensom
OT CBETa MeCTe IIpH TeMIepartype He Bhille 25 °C. He 3aMOpaxuBath.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Mpumeuanue: IIpoaykt cooteTcTByeT TpebGoBanusm HJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Naresh [posepeno: Himesh Kumar Omo6peno: Menemxep / P%’KOBO,L{HT@J‘I]:
Kumar @ \ ~——, | Pavan Kumar Sharma /. =
4 C//) du—_~
e o ~ /1,;_;//)
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2022 Hara: 30.03.2022 Hara: 30.03.2022
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