Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHATHA3A

Product : / Ketorol (Ketorolac) solution for intravenous and mtramuscular imjections, 30 mg/ml

IMpoaveT: Ketopon"™ (keToponak) pacTeop 18 BHYTPHBEHHORO M BHYTPHMBILIEUHOTO BBeEHHA, 30 Mrivn
Batch No / : V210010 Batch Quantity / + 2,320,000 ampules /
Cepmna N OidbeM cepHl 2,30,000 amnyn
Analytical Report No / : 890001504173 Date of Analysis / : 30.01.2021
AHAUTHTHYECKHA oTaeT Ne Jara anannza
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
Jlara npoH3BOACTEA Topen go

Analysis performed according ND / Anannz nposeaen no HJI: JITT-001365-231118 {amend No 1 from
14.01.2020 /uzm.Me 1 ot 14.01.2020, amend Me 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Pagel ofd/ Crp. 113 4

1';3 Test / MokazaTent Resulis / PeayneraTe Specification / Hopma
1 Description / Onncanne Clear, colorless  solution. / | Clear, colorless to pale vyellow
Mpospaunsiil, GecuseTHel il pacTeop. solution. / Tlpospaynsii, GecuBseTHEIR
MM CBETAC-HENTEIH pacTeop.
2 Identification / The retention times of the main | The retention times of the main peaks
MopIHHHOCTE peaks in the chromatogram of test | in the chromatogram of test solution
solution correspend to those in the | should correspond to those in the
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / Bpemena ynepwusaHnsg Bpenmena  YOEPHHBAHHA OCHOBHBIX
OCHOBHEIX NHKOE HA | NHKOE Hil XpoMaTorpaMme
KPOMATOTPEMME HCOBTYEMOID | HCHBITYEMOrD — pacTBOpa  JOMAHE
PACTEOPA COOTBETCTEYIOT BPEMEHAM | COOTRETCTROBATE BpEMEHAM
YAEPKHBANHA OCHOBHEIX NHEOB HA | YUCPH#HBAHMA OCHOBHEIX NHKOE Ha
XPOMATOMPAMME pacTeOopa | XpomarorpaMme pacreopa
CTAHAAPTHEX 00pPa3U0R KETOPONaka | CTAHOAPTHBRIX 00pa3lloR KeToponaka
TPOMETAMHHA H HAMPOKCeHA (painen | TpOMeTaMHHA W HANpOKceHa (pasoen
«KoNHYECTBEHHDE ONPEAEICHHEY) «KonuHecTseHHOE OTIPEAETeHHER}

3 Clarity / Ilpozpaunocts. Complies / CooTeeTcTRYET The opalescence of the sample should
nol exceed opalescence of reference
suspension L./ OnanecueHima
Npenapara He JoM#HA NPesLILATS
ONANECLUEHLMID STANONHA cparHenna [

E! Color ! peTHOCTE 0.03 Abs Mot more than 0.20 at 430 nm /

He Gonee 0,20 npu annee BONHE
430 mm
5 pH 7.30 Between 6.9 and 7.9/6.9-79

Remarks : The Product confirms to ND/
Ipumeyanue: [TpoaykT cooTeeTcTRYeT TpeboBanuam H/

Conclusion : APPROVED /
Jaxmouenne: OJOBPEHO

Prepared by /
Ioarotornero: Pardeep Kumar

-

Checked by /

IMposepeno: Himesh Kumar

"

Approved by: Manager/Executive /
Opobpeno: Menenaep / Pykoroautens

Manoj Kumar @QU,J-L

Reprint Date /
Hara: 30.01.2021

Print Date /

Jara: 30.01.2021

Print Date /
Hara: 30.01.2021

Registered Office: B-2-337, Road No, 3, Banjara Hills, Hyderabed - 300034, AP, Tndia
Tel: 91 40 4900 2900, Fax: 91 40 4000 299%, Emal: mailG@dmeddys com
CIN: LESI2SAPIE4PLOG04 507
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Dr.Reddy’s ‘1:'.

CERTIFICATE OF ANALYSIS

CEPTHOUHEAT AHAJIM3A

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

[poaykT: Ketopon” (keroponak) pacTsop Ans BHYTPUBEHHOIO W BHYTPHMbIIEYHOID BBEACHHUA, 30 mr/mn
Batch No / : V210010 Batch Quantity / : 2,30,000 ampules /
Cepun Ne OfbeM cepHn 2,30,000 amnya
Analytical Report No / : 890001504173 Date of Analysis / : 30.01.2021
AnanuTHIecKHi 0THeT N2 Jara apaanza
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npon3BoacTBa I'ogen jpo

Analysis performed according ND / Ananns nposeten no HJL: JIN-001365-231118 (amend Ne | from
14.01.2020 /uam. No 1 ot 14,01.2020, amend No 2 from 24.08.2020 /usm.Ne 2 or 24.08.2020)

Page2 of 4/ Crp. 2 m3 4

[ Particulate matter / Mexanndeckne BKIOHCHHA

LY Visible particles /
BHOHMBLIE YACTHLIBL

Complies / CooTseTcTRYeT

Should correspond to requirements /
B cooTRETCTBHH ¢ TPeDOBAHHAMH

aB Invisihle particles |
llepnaHmMEIC HACTHILLL:

i. Particles = 10 pm / 5 Not more than 6000 per ampoule /
YacTHibl PAIMEPOM = He Gones 6000 wa ammymy,;
10 mEm
il, Particles = 25 pm [/ 0.3 Not more than 600 per ampoule /
YacTHIm pasmMepom = He Gonee 600 Ha ammyny.
25 mum |
7 Related substances /| PolcTREHHLIE TPHMECH
Impurity A [ TIpumecs A 0.14% Not more than 0.20% / He Gonee
0,20 %
Impurity B / llpumecs B BDL (Disregard Area 1803) Not more than 0.50% / He 6Gonee
0,50 %
Impurity C / [Mpamecs C L LOO (0.033% Mot more than 0.50% / He bonee
€38 than LOC (0. o) 0.50 %
Impurity D/ Tpumecs D Mot more than 0.20% / He Oonee
BDL {Disregard Area 1803) 0,20 %
Any unspecified impurity / Mot more than 0.20% / He Gonee
EnuHEHEA HeHIeHTHHHUH- BDL (Disregard Limit 0.05%) 0,20 %
pOI!aT']HH.H. []pHMGCﬁ
Total impurities / Cymma 0.14% Mot more than 1.50 % / He Gonee
npuMeceil 1,50 %
Remarks : The Product confirms to NDY/ Conclusion : APPROVED /
TMpusevanue: MponykT cooreercreyer Tpedosanuam HJT Jarnwaenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MMonrotorneno: Pardeep Kumar | [Tposepeno: Himesh Kumar | OnoGpeto: Menepiep / PykosofHTeb
(}i_f . | ~—, | Manoj Kumar {@:‘A’
— ~ i
Reprint Date / Print Date / Print Date /
Hara: 30.01.2021 Hara: 30.01.2021 Hara; 30.01.2021
RegEieicd UNNeE. B=2=331, If.aﬁl ™ 2. DUl Plls, Iy UeTE o - JIAILSS, A F TTHITE

Tel: 91 40 4900 2904, Fax: 91 40 4900 2999, Email: mailidrreddys.com

CIN: LAS193AP1984PLOMMS0T
www.dreeddys.com



Dr.Reddy’s ‘1:'.

CERTIFICATE OF ANALYSIS

CEPTHO@MEAT AHAJTWIA
[ Product : / Ketorol (Ketorolac) solution [or intravenous and intramuscular injections, 30 mg/ml
Mpuaywr: Keropon™ (KeToponak) pacTEOp A7 BHYTPHBEHHONO W BHYTPHMEIIEWHOND BRCASHNA, 30 mrimn
Batch No / : V210010 Batch Quantity / ¢ 2,30,000 ampules [
| Cepusn Ne OfLem ceprn 2.30,000 amnyn
Analytical Report No / : 890001504173 Date of Analysis / + 30.01.2021
AunaauTnuecknii oTuer Mo Jara ananuza
Date of Manufacture / ¢ Jan-2021 Date of Expiry / : Dec-2023
Hara nponseoacTBa Togen no
Analysis performed according ND / Anasns nposenen no HJL: JIl 1-001365-231118 (amend No 1 from
14.01.2020 fusm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uam.Ne 2 ot 24.08.2020)

8 Extractable volume /
Hasnexaembiii 06Lem

Pape3of 4/ Crp.3nz d

1.1mlf 1.1 mn

Mot less than label claim (1.0 mL)/
He meses HOMHHATLHOTO { 1,0 M)

Y Bacterial endotoxins /
baxTepHaALILIE
IHTOTOKCHILLL

~=0LTLEU g !
=) PAST

Mat mare than 5.8 EUfmg of ketorolac
tromothamine / He Goaes 58 T 70war
KETOPONAKD TPOME TaMITHR

10 Srerility / Crepuanioert

Complizss / CTepHiew

Shonld be sterile / CTepHAC

11 Assay / KoapngeeTpeunoe onpeaeieinmne

a) Ketoolac tromethaming /
[{cToponaka TROMETAMILL

b) Sodium chloride / Hatpua
XNOPHI

20,64 me [ 29.64 mr

433 mg'ml / 4.33 mrivn

From 2T0mp o 33.0mg  of
Coash NG s CaH o R {heluulay
tromethaming) per 1 mL /Ot 27.0 Mr
ae 350 mr CisHiaNOs CsHy NUs
(KeToponaka TpomeTamMun) 8 1 Mn

Belween 4.2 mg/mL and 4.5 mg/mL /
O1 4.2 mrhwn go 4,5 mr/mn

12 Alcohol content / Iramon

11.92 %

Between 10.60 % and 12.60 % /
O 10,60 % ao 12,60 %

Remarks : The Product confirms to NDY/
Tpumesanne: TIPOAYKT COUTBETCTRYET TpeboBAHHAM HI

Coneclusion : APPROVED /
Farmmwuenne: OJOBEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTosneno: Pardeep Kumar | Iposepeno; Himesh Kumar | Onobpero: Menewkep / Pykopoaurens
—J £~ | Manoj Kumar f ! !
F.eprint Date / Print Dhate: / Print Date /
Jlaru. 30.01.2021 Jara: 20.01.2021 Mara: 30,01.2071
TMoginiored Offios: § 3 317, Tasd M 3 Banjarn Hills Hvilerahad - J000%, AT, Tnia

Tel: @1 40 4500 2900, Fax: 9 40 4900 2909, Emal: mail@dneddys.com
oI LS LA LR O nT

www dmeddys.com
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CERTIFICATE OF ANALYSIS

,l],a‘ra NPOHIBOACTER

IN'open ao

CEPTHPHEAT AHAJTHIA

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

IMpoaykT: Ketopon™ (keToponak) pacTeop INA BHYTPHECHHOIO W BHYTPHMWUIEYHORO BBEAEHHA, 30 MITMA
Batch No / : V210010 Batch Quantity / : 2,30,000 ampules /
Cepun Ne Odbem cepun 2,30,000 ammyn
Amnalytical Report No / : 890001504173 Date of Analysis / 1 30.01.2021
ABaIHTHYECKHH oTHeT N2 Mata anannia

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

Analysis performed according ND / Ananm: nposenen no HJL: JIT-001365-231118 (amend Ne 1 from
14.01.2020 /mamNe 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uam.Ne 2 o1 24.08.2020)

Paged of 4/ Crp. 4 u3 4

13 Packaging / ¥nakoeka 1 mLinclass I amber glass ampoules | 1 mL in class T amber glass ampoules
(USP). A cut ring and point in the | (USP). A out ring and point in the
upper part of ampoule. A label 13 | upper part of ampoule. A label is
attached to ampoule. attached to ampoule.

10 ampoules and a  patient 10 ampoules and a patient informalivn
information leallet in a | leaflet ina PVClalominum hlister.
PV Cialuminum 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.
[lo 1 Mn B aMmoyinwl W3 TEMHOTO
crexna xnacca [ (USP). B eepxueit | [lo 1 mn B aMnyisl H3 TEMHOTO CTEKNE
YACTH aMIyisl HaHeceHsl woneuo v | wiacca 1 (USP). B eepxneil wacm
Touka 004 painoma. Ha amnymy | aMmynel HAHCCEHBL KOMBUO M TOUKA
HAKNMEHBAWT ITHKETRY. nng pasnoma. Ha amnymy HakneusaoT
Mo 10 aMnyn © WHECTPYKUMEHR Mo | JITHKETKY.
NPHMEHEHHHD momemaior | Mo 10 amnyn © HMHCTPYKUHEH mno
B [IBX/amoMuHnenslil bnucrep, MpHMEHEHH D TOMELIART
Mo 1 Gancrepy B nauxy kapronnyo. | B IIBX/amomuimessii Gnuctep.
Mo | GaucTepy 8 Mauky KAPTOHHYIO,
ANA  CTEUMOHApos: noO o 2, 3, 5
DIHCTEPOE B MAYKY KAPTOHHYHO.
14 Labelling / Mapkupoeika According to ND/ B cooreercreny ¢ HIL
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B samnmennom
Xpanenue OT CRETA MECTE NpH TeMNepaType Be peme 25 "C. He jaMopasHBaTh.
16 Shelf-life / Cpok rogHocTH 3 vears / 3 roaa.

Remarks - The Product confirms to NIV

[pumesanne: [pogykr coorsercreyer Tpebosatnam HI

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

Prepared by /
Toaroronmeno: Pardeep Kumar

Checked by /
Mpogepeno. Himesh Kimar

£

L —
=t

Approved by: Manager/Executive /
Oanfipern: Mewensep / PYKOBOIRTEAL

Mannj Kumar W
L3 —_—

Reprint Date /
Hara: 30.01.2021

Print Date /
ra: 30.01.2021

Print Date /
Jara: 30.01.2021

Regisierad U

ICC: Be2-03 1, oo 0. 3, tatfanl t0ls, dyderam — WIS, A5, il

Tel; 01 40 4000 2900, Fuoc: 91 40 4900 2990, Email: mail@drreddys com

CIN: LAS195API984PLC004507
warw, drreddys.com




