Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®MKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular’ i"?{_ft":'c otis, 30 mg/ml

IIpoaykr: Keropon" (keToponak) pacTeop AJist BHYTPUBEHHOTO ¥ BHYTPHMbILUEUHOTO BBE/ICHHA, 30 mr/mn
Batch No / : V220756 Batch Quantity / : 272727ampules /
Cepus No O06bem cepun 272727 amnyn
Analytical Report No / : 890001617209 Date of Analysis / : 21.09.2022
AnajguTngeckuil oruer Ne JlaTa ananu3sa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JlaTa npousBocTBA Topen no

Analysis performed according ND / Ananns nposenen mo HJI: JIT1-001365-170222
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[po3padHblit 6ecLIBETHBIA PACTBOP.

1;.00 Test / [NokazaTtens Results / PesynbTaThi Specification / Hopma
1 Description / Onnucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblif GeCUBETHBIK WU
CBETJIO-XKENTHIA PacTBOP.

2 Identification /
[MopNMHHOCTDL

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
YIEPXKUBaHAS OCHOBHBIX MHUKOB HA
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YIEpKABAHUSI OCHOBHBIX TMKOB Ha
Xpomarorpamme CTAH/IAPTHOIO
pacTBOpa KeTopoyaka TpoMeTaMMHa
U HampoKCceHa (pasmen
«KonyyecTBeHHOE ONpENEICHUEN)

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
YAEP)KMBaHUs OCHOBHBIX IHKOB Ha
XpoMaTorpaMme UCIIBITYEMOTO
pacTBOpa MOJDKHBl COOTBETCTBOBAThH
BpEMEHaM YIEPXHBAHHUA OCHOBHBIX
NHUKOB Ha XpoMaTorpamme
CTaHJApTHOrO PacTBOPa KETOponaka
TPOMETaMKMHa W HanmpokceHa (paszen
«KonmyecTBeHHOE ONpEeNICHIE)

3 Clarity / Ilpo3pauHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He AOJDKHA ITPEBLILIAT
OMnaJIECUEHIMIO STalloHa cCpaBHEHMA L.

4 Color / llpeTHoCTL 0.05 Not more than 0.20 at 430 nm. /
He 6osnee 0,20 npy An1HE BOJIHBI
430 uM.

5 pH 731 From 6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpomykt cooteercTByeT TpebosanusaM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOGPEHO

Prepared by /
IoxarorosneHo: Pardeep Kumar

Checked by /
I[Tposepeno: Himesh Kumar

N

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoaurenb
A Manoj Kumar

Reprint Date /
Jara:21.09.2022

Reprint Date /
Hara: 21.09.2022

Reprint Date /
Jara : 21.09.2022

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

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +97 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khot, Nalagarh Read, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02

o abad
3 . . Feyr LI =Y LT
Ketorol (Ketorolac) solutien for intravenous and intramuscular mjections, 30 mg/ml

Product : /

Ilpoayier: Keropon™ (keToponak) pacTsop A8 BHYTPMBEHHOIO M BHYTPHMBbILIEHHOIO geeseHus, 30 Mmr/mn
Batch No / 1 V220756 Batch Quantity / : 272727ampules /
Cepua Ne O6bem cepuu 272727 amnyil
Analytical Report No / : 890001617209 Date of Analysis / : 21.09.2022
AHaJquTHYeCKHI oTueT No JlaTa aHaIM3a
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JlaTa npoussoacTea T'onen oo
Analysis performed according ND / Anasns nposexen no H/L: JIT-001365-170222
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6 Particulate matter / Mexannyeckue BKJIIOYUEHHUs!
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuguMble 4aCTHIbI B cooTBeTCTBHH € TPeOOBAHUAMM.
6B Invisible particles /
HeBumuMble YaCTULIBL:
i. Particles> 10 pm/ 14 not more than 6000 per ampoule /
YacTyl pasMepoM > He 6onee 6000 Ha ammTyny;
10 MxM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTUl pa3sMeEPOM > He Gonee 600 Ha amMnyIy.
25 MKM
7 Related substances / PoagcTBeHHbIE IPUMECH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / ITpumecs B Below Limit of Detection (LOD = 0.014 %)/ not more than 0.50 % / He 6onee
Hinke npenena o6uapyxenus (IO = 0.014 %) 0.50 %:
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He Oomee
npeaena KoNMYEeCTBEHHOro onpeaencHug 0 50 0/ ;
(TTKO = 0.033 %) 2 %
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore t}}an 0.20 % / He Oonee
Hipke npeena obnapyxenus (10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.05 % Not more than 0.20 % / He 6onee
EnyiHWMHAs HEUAECHTHOUIHM- 0,20 %.
POBaHHas TIPUMECh
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL)/
HM3BiexaeMblit 06beM . He menee HomunansHoro (1,0 M)

Remarks : The Product confirms to ND/
[Mpumeyanye: IIponykt coorsetcTByeT Tpebopanuam HJT

Conclusion : APPROVED /
3axmogenne: OJOBPEHO

Piepared by /
IToarororneno: Pardeep Kumar

Checked by /
Iposepeno: Himesh Kumar

A Y

Approved by: Manager/Executive /
Ono6Gpeno: Menemxep / Pykosoaurens

c:_é’_,_____g Manoj Kumar

;z})q-_ __U.L el

Reprint Date /
JHara:21.09.2022

Reprint Date /
Jara: 21.09.2022

Reprint Date /
JMara : 21.09.2022

Registered Office: 8-2-337, Rcad Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 191 40 4900 2999, Email: mall@sdrreddys.com

CIN: L.85195AP1984PLCO0AS07
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Ikhoi, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDiaA

CEPTHOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

i

Product : / Ketorol (Ketorolac) solution for intravenous and imramuscuIar’wi‘ﬁfﬁ-fft‘ibeﬁkf"fﬁ méfml

Ilpoayxr: Keropon™ (keroponak) pacTEOp i BHYTPHBEHHOIO U BHYTPUMbILICYHOTO BBEACHMA, 30 Mr/mn
Batch No / : V220756 Batch Quantity / : 272727ampules /
Cepust Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001617209 Date of Analysis / : 21.09.2022
ABajguTHueckuil oruer Ne Jara ananausa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

JlaTa npon3sBojicTBa I'ogen no

Analysis performed according ND / Ananu3s nposenen no HJL: JIT-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 ED/Mmr
IHIOTOKCHHBI KEeTopoJlaka TPOMETaMHUHA.

10 Sterility (every 15th batch) / Complies / CrepuiieH Must be sterile. / JlokeH OniThb
CrepuabHoCTh (3151 KAXKAOH CTEpHJIbHBIM.
15-oii cepun)
11 Assay / KosimyecTBeHHOE 29.46 mg/ 29.46 mr From 270mg to 33.0mg of
onpeneneHne Ci5sH13NO3-C4H11NO; (ketorolac
tromethamine) per 1 mL. / OT 27,0 mr
o 33,0Mr CisHi3sNOs CsH(1NO3
(xeToponaka TpOMETaMHH) B 1 M.
12 Alcohol content / ITanoan 11.39% From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

[pumeyanue: [TpoayxT cooTseTcTBYET TpebosannsM H/J

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Pardeep Kumar

o

Checked by /

[Mpoeepeno: Himesh Kumar

———

LY

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoaurens

Manoj Kumar \i ! ]
Infetedat (
S —_—

Reprint Date /
Jara:21.09.2022

Reprint Date /
Jlara: 21.09.2022

Reprint Date /
Jara : 21.09.2022

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal; +91 40 4900 2008, Fax; 91 40 4900 2299, Fmail: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJM3A

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND{A
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularwi‘ir"lrfé'(‘: fons, 30 me/ml
| Ipoayxr: Keropon' (keToponak) pactsop Ans BHYTPHBEHHOrO W BHYTPHMBILIEYHOrO BBEACHHA, 30 mr/mn
Batch No / : V220756 Batch Quantity / : 272727ampules /
Cepusa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001617209 Date of Analysis / : 21.09.2022
Ananurugeckuii oruer Ne HJara agannsa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JlaTa npouzsoacTea Togen 1o

Analysis performed according ND / Ananns nposenen no HJI: JIT1-001365-170222
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13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
o 1 wMn B amoynsl M3 | inacartonpack./
CBETO3AILUTHOIO creia | I[To 1 Mn B  aMmnynsl H3
xoprungeporo xnacca I (USP). B | CBETO3aMTHOrO CTEKJa KOPUYHEBOTO
BEpXHEHl YacTW aMmyibl HaHeCeHbl | WM  TEMHO-KODHYHEBOro  npeTa
KOJBLIO M TOdka nasa pasnoma. Ha | kmacca I (USP). B BepxHedl 4acTH
aMMyJly HakJIeUBatOT ITHKETKY. aMITyJIBl HAHECEHBI KONBLO M TOYKa
Mo 10 amMmyn ¢ HHCTpyKUHeil mo | s pasnoma. Ha amnyny HaKJIeHBaloT
NPUMEHEHHIO NOMENIAIOT | ITHKETKY.
B [IBX/anoMuUHHEBRIH OnHCTED. Ilo 10 ammym ¢ HWHCTPpYKUMEH IO
[lo 1 6mucTepy B Ma4Ky KAPTOHHYIO. | MPHUMEHEHHIO MOMEAI0T
B [IBX/antoMuHueBbI# OIHMCTED.
Ilo 1 6nucTepy B NayKy KapTOHHYO;
IS craudoHapoB: mno 2, 3, 5
GuCTEpOB B IAYKY KAPTOHHYIO.
14 Labelling / MapknpoBka According to ND / B cootserctauu ¢ HI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aliuineHHOM
XpaHenne OT CBETA MECTE MpHU TeMnepatype He Bbile 25 °C. He 3aMopaXxuBaTh.
16 Shelf-life / Cpox ronnoctu 3 years. / 3 ropa.

Remarks : The Product confirms to ND/
[Mpumeyanue: ITpogykt cootsercTBYeT Tpebopanusm HJQ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
[Moarorosneno: Pardeep Kumar

L —

Checked by /
[Tpoeepeno: Himesh Kumar

\

Y Manoj Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykoponurens

Reprint Date /
Hara:21.09.2022

Reprint Date /
Hara: 21.09.2027.

Reprint Date /
Jara : 21.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax; +91 40 24900 2999, Email: mail@drreddys.com

CiN: L85195AP1584PLC0O04507
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