Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon®™ (xeropoiiak) pactsop JUist BHYTPHBEHHOTO ¥ BHYEDHMBILIETHOrO Bae/IeHus, 30 Mr/Mn
Batch No / 2 V210767 Batch Quantity / : 2,09,090 ampules /
Cepusn No Obuem cepun 2,09,090 amnyn

Analytical Report No /
Aunajnnrayecknit oraer Ne

: 890001535844

Date of Analysis /
Jara anagansa

: 17.07.2021

Date of Manufacture / : Jun-202

JaTa npoussoacrea

1 Date of Expiry / :

Topen no

May-2024

Analysis performed according ND / Anasns uposexen o HJU: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne | or 14.01.2020, amend Ne 2 from 24.08.2020 /usm Ne 2 ot 24.08.2020)

Pagelof4/Crp. 1134

i,o Test / Hokazarens Results / Peaynerarst Specification / Hopma
3
1 Description / Onucanue Clear  colorless  solution. /| Clear, colorless to pale yellow

IMpozpaynmiii, DecuseTHLIH pacTrop.

solution. / TTpospaunslit, Gecuperuntii
WITH CBETAO-MENThIL pacrsop.

2 Identification /
HopHunocts

The retention times of the main
peaks 1 the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / Bpemela yaepuusanis
OCHORHBIX TIHKOB Ha
XPOMATOTPAMME HCABITYEMOTO
PACTEOPA COOTRETCTRYIOT RpEMEeHAM
YAGPKHBAINA OCHOBHBIX I[THKOB Ha
XPOMATOrPaMMe pacrsopa
CTANJAPTHEIX 06pasiloB KeTopoaxa
TPOMETAMMHA ¥ Hanpoxcena (pasuen
«KONMUEeCTRSHHOS ONPECICHHEN)

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) /
Bpemena  yACPIMBMIMS  OCHOBHBLIX
HHKOB Ha XPOMATOTPAMMC
HCHBITYEMOIO  PacEBoOpa  NOJDKHBI
COOTBETCTEOBATE BpeMenam
YACPKUBAHNE OCHOBHBLIX TIHKOB Ha
KPOMATOTPAMME PacTBOp
CTAMAAPTHLIX 00pa3suoB KeToponaka
TPOMETAMHHA M HanpoxceHa (pazjiedn
«KOoNuecTBeHHoe Onpeaenenney)

3 Clarity / TIEpozpaunscs

Complies / Coorpercteyer

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnasecueHmms
HpenaparTa He JIODKHA JPeBbINIATS
ONANECUSHIINO ITANOH CpaBleHid I,

4 Color / HpeTHocTh (.042 Abs Not more than 0.20 at 430 nm /
He Sonee (1,20 npu fnHHe BOJIHEL
430 um

5 pH 7.35 Between 6.9 and 7.9/6,9-79

Remarks : The Product confirms to ND/

Tpumeuanne: Hponykr coorsercrayer TpeGosaussM HJT

Conclusion : APPROVED /
Jaxmovenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Pardeep Kumar | Tlposepeno: Himesh Kumar | OnoSpeno: Menemxep / PykoBoautess
[ Amit Kumar
N : "
Reprint Date/ Print Date / Print Date /

Hara: 17.07.2021

Hara: 17.07.2021

Jara: 17.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, india
Tel: 91 40 49G0 2900, Fax: 91 40 4900 2999, Email: mail@dreddys.com

CIN: L85195AP1984PLLCO04507
www.drreddys.com




Dr.Reddy's

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (keroponax) pacTrRop /uisl BHYTPHBCHHOIO ¥ BHYTPHMBIICUHOIO RBEACHNS, 30 Mr/mMn
Batch No / 1 V210767 . Batch Quantity / : 2,09,090 ampules /
Cepua Ne Obnem cepun 2,09,090 amityn
Analytical Report No / : 890001535844 Date of Analysis / : 17.07.2021
Anaymrngeckuil oruer Ne ' Hara ananmnsa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Harta npoussoscrBa Togen g0

Analysis performed according ND / Ananus uposenen no HI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne 1 o1 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 or 24.08.2020)

Page2o0fd/Crp. 2 u3 4

6 Particulate matter / Mexannueckne BxaoMenssn
6A Visible particles / Complies / CoorsercrsyeT Should correspond to requirements /
Bugumsle sacTHUEI B cooTsercTnin ¢ TpedoBAHMAMU
63 Invisible particles /
HessMMbIe YaCTHHEL
. Tarticles > 10 um / 46 Nol more tian 6000 per ampoule /
YacTauer pazsMepoM = He Gonee 6000 na ammyny;
10 MM
it Particles > 25 pm/ 2 Not more than 600 per ampoule /
Yacruiet pazMepom > ‘ He 6onee 600 na ammnyny.
25 MxM
7 Related substances / Poacreennsie npamecn
Impurity A / ITpumecs A 0.15% Not more than 0.20% / He Bonee
0,20 %
Impurity B / Hpumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C/ Ilpumecs C L Not more than 0.50 % / He 6ouee
ss than LOQ (0.033%
ess than LOQ ( 0} 0.50 %
Impurity D / Ilpamece D Not more than 0.20 % / He Gonee
BDL (Disregard Area 1963) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
Exvunynas HeuaeHTHpHLm- 0.05% 0,20 %
pOBANHASA MPHMECE
Total impurities / Cymma 0.25% Not more than 1.50% / He Gonee
HpHMecei] 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumenanne: Hpoaykr coorsercrayeT TpeboranysiM HJT 3akawdenne: QJIOLPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoxroroeneno: P)ardeep Kumar | Tlposepeno: Himesh Kumar | Opo6pero: Meneiokep / PykoBojwmrens
< ) N . B Amit Kumar o
Reprint Date / Print Date / Print Date /
Mara: 17.07.2021 Hara: 17.07.2021 Hara: 17.07.2021

Registered Office: 8-2-337, Road No. 3, Hanjara Hills, Hydecabad - 500034, AP, india
Tel: 91 40 4800 2900, Fax: 91 40 4500 2999, Enmail: mail@drreddys.com
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Dr.Reddy’s

CERTIF I.CATE OF ANALYSIS
CEPTHOHEAT AHAJIUIA

Product : /

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

Ilpoaykr: Keropon®™ (ketoposak) pacTBop JUis BHYTPUBEHHOTO ¥ BHYTPHMBIIIEUHOrO Beegelus, 30 Mr/mi
Batch No / : V210767 Batch Quantity / ¢ 2,09,090 ampules /
Cepust Ne Q0pem cepun 2,09,090 amnyn
Analytical Report No / : 890001535844 Date of Analysis / : 17.07.2021
AHanutTnueckui oryer Ne Hara ananuza

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

JlaTa npoussoacraa Fopxen a0

Analysis performed according ND / Ananus uposegen no HJ(: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /1zm.Ne 2 ot 24.08.2020)

Pagedefd/Crp.Inz 4

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL}/
Wspiiekaemiiii oobem He menee nomuHanbyoro {1,0 mMn)

9 Bacterial endotoxins / <=(,725EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepuasibubie <=(),725ED/mr tromethamine / He Gonee 5,8 ED/mr
JHECTOKCHHBLI KeTopOoJiaKa 'l‘})OMeTaMHHa

10 Sterility / Crepunsnocrs Complies / Crepunen Should be stenle / Crepren

11 Assay / KonnyecrseHnoe onpeneienue
a) Ketorolac tromethamine / 2937 mp /2937 M1 From 270mg to 33.0mg of

Keroponaka TpomeTaMuH CisHiaNOa CalE (NO3 {ketorolac
tromethamine) per 1 mL / Or 27,0 mr
no 33,0 Mr CisHisNOs-Cy) (INO;
(xeToponaxa TpoMeTaMHB) B 1 M

b) Sodium chloride / Harpus 4.41 mg/mL / 4.41 mr/mn Between 4.2 mp/ml and 4.5 mg/ml. /

Xnopuj Or 4,2 mr/vn 10 4,5 Mr/man

12 Alcohol content / Dranon 11.67% Between 10.60 % and 12.60 % /

Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
Ipumeuame: [poaykr coorepercreyer tpebopanuam HJI

Conclusion : APPROVED /
3axawuenue: QJIOBPEHO

Prepared by /
[Monrotorneno: Pardeep Kumar

N

Checked by /
IMposepero: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep /\PYKOBOIMTCIDL
Amit Kumar J;//\

Reprint Date /
Jlara: 17.07.2021

Print Date
Hara: 17.0

/
7.2021

'} Print Date /

Hara: 17.07.2021

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 31 40 4900 2900, Fax: 91 40 4900 2999, Email; matl@adrreddys.com
CING LES[95AP1984P1L.CO04507
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJH3A

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

IIpoayxr: Ketopon® (keToponak) pacTop /1S BHYTPHBEHHOIO H BHYTPHMBILIEYHOIQ BBeACHN, 30 Mr/mir

Batch No / : V210767 Batch Quantity / : 2,09,090 ampules /

Cepus Ne Obbem cepun 2,09,090 amrryn

Analytical Report No / : §90001535844 Date of Analysis / : 17.07.2021

Anantrteckunit oruer No Hara ananuza

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

Hara npouzsojcra Foxen no

Analysis performed according ND / Ananus mposenen no H)I: JII1-001365-231118 (amend Ne 1 from

14.01.2020 /usm.Ne T or 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020) N
Pagedof 4/ Crp. 4 n3 4

13 Packaging / ¥naxosxa I mL in class I amber glass ampoules | 1 mL in class | amber glass ampoules
(USP). A cut ring and point in the | (UJSP). 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
information leaftet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum bhster, 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.

Ilo 1 Mo B aMoyasl B3 reMuoro
crewna knracca I (USP). B sepxueit | Ilo 1 it B amnynn 13 TeMHoOro crexna
HacTH aMHYIB HaMeceHbl kousito B | xnacca I (USP). B mepxuedi wacru
TOMKA aus pazpoma. Ma ammyny | amiynel HaseceHn! KONLIO M TOMKA

RAKNCHRAIOT ITHKETKY. s paznoma. Ha amryny naiienpaor
[To 10 amnyn ¢ wHer ITHKETKY.

pyKIweH mo npuMenenmio | Ilo 10 amnyn ¢ wnctpyknmed no
ITOMEIIAIOT HIPHMEHEHRIO HOMELIAIOT
B [TBX/amoMunnensii 6nncrep. s IBX/anomutmensiii Gnucrep.

Ho 1 6nncrepy B nauky kapromiyio. | Ilo 1 Gancrepy B nauky kapToHnyo;
s cragmonapos: no 2, 35
G1MCTepOB B HAYKY KAPTOHHYIO.

14 Labelling / Mapkuposxa According to N/ B coorsercrauu ¢ HJI,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B samuiiennom
Xpanenne OT CRETA MECTE FIPU TeMIIEpaType He shiie 25 °C. He 3aMopaskuBats.
i6 Shelf-life / Cpox ropzoern 3 years/ 3 roma,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: Iponyxr coorsercrayer TpeGopanmam HJI 3axaouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Hoarororneno: Pardeep Kumar | ITposepeno: Himesh Kumar Onobpeno: Menemxkep 14 PykoroauTens

4 C_\._\.‘——-—'-’_‘Q Amit Kumar -
c;[__:_»— v ' M/

Reprint Date / Print Date / Print Date /
Hara: 17.07.2021 Harta: 17.07.2021 Hara: 17.07.2021

Registered Office: 8-2-337, Road No. 3, Banjura Hills, Hydersbad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Bmail: mailg2drreddys.com
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