Dr.Reddy’s ‘;5

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P,, 173 205, INDI1A
Tel : 491 98166 56001-02

N | Test / [TokazaTens
Ne |
1 Description / Onucanue

3 h ﬁ;t%-ﬁcaﬁon I
HoaNnHHOCTE

4 | Color/Llsersocts

s

3 m‘ I Ciarity / TIpospaunocTy

Analysis performed according ND / Alianm nposeaeu wo HII: JI1-001365-1 170222

Results / PesyneTaTh!

Clear pale vyellow solution, /
[Tpoapaunslit CBETNO-KENThIH
pacTsop.

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
VAEPHKHEAHUS OCHOBHBIX MHUKOB Ha
XpPOMaTorpaMmme HCHEITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHaM
VIEPKUBAHHA OCHOBHBIX NHUKOB Ha
XpOMAaTorpaMme CTaHJAPTHOTO
pacTBopa KCTopojlaka TpOMeTaMHHa
a HaMpoKceHa (paznen

«KoJMYeCTBEHHOE ONIPE/IENIEHHED)
Complies / CooTpeTcTayeT

"1 From 6.9 to 7.9./ 0T 6,9 10 7.9.

CEPTHOMKAT AHAJTM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 IIpoxyKr: Keropon® (xeroposak) pacTsop As BHYTPUBEHHOTO H Buyrpummmequoro seefienud, 30 mr/mn
Batch No / : V230478 Batch Quantity / + 272727 ampules / '
Cepun Ne L ) {O6bem cepru 272727 amnyn
Amnalytical Repert No/ : 890001669903 Date of Analysis / : 16.06.2023
Aupaymrugecknd otger Ne {Tata anannsa o

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026

Jara Dpou3BOACTBA Tonen no

_ Tag \lofS/"

: 1)1-3 5

Specification / Hopma

CBETNO-KENTHIH PacTBOp.

i The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the

i chromatogram of standard solution of
ketorolac tromethamine and naproxen

! (Assay  section) [/  Bpemena
| YAEPHKHBAHHS OCHOBHBIX THKOB HA
XpOMaTOrpamMMme HCTIBITYEMOTO

pacTBopa [OOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEPKHBAHHA OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTAHNAPTHOrO pPAacTBOpa KeToponaka
TpoMeTamMHHa H HanpokceHa (pasjen
«KonuyecTBeHHOE ONIpefeNIeHUEN)

. mot exceed opalescence of reference
suspension . / Onanecueniyis
npenapara He JOMKHA TPERBILIETH
onaneclueHUMIO 3TaOHa cpaBHeHHa L.

Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu nnuse BOJHEL
430 HM.

—Remarksmtfhe Product confirms to ND/
¢ [Ipumedanne: [TpOAYKT COOTBETCTBYET TpeGoBaHHAM HI

Prepared by /
[MogroroeneHo: Fappakant

,_u}f&i'-'lf" ;‘1_

Checked by /
Iposepeno: Pardeep Kumar

= i -

Conclusion ;: APPROVED /
3axmoyenne: OJJOBPEHO

"Clear colorless to pale ycllowAsolution.
/' Tpozpaurpifi 6GecuUseTHBIH wumM

|
|

The (-}palesgencg of the sample should

|

H

Approved by: Manager/Executive /
Onobpero: Menemxep ' I's |.mn'111'reﬂb
Amit Kumar \\ -

_‘Réprint Date/
Mara: 16.06.2023

Reprint Date /
IIaTa_:_ 16.06.2023

Reprint Date /
llam 16. {)6 2(}23

B —

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

CIN: L85195AP1984PLCO04507
www.drreddys.com

Y



Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTHOUKAT AHAJTHA3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hporysr: Ke1‘opon°° (xeTOpONaK) pACTBOP 11 BHYTPHBEHHOIO U BHyrpHMB[U.EEH'.HOFO BBeAEHUS, 30 Mr/m
BatchNo / : V230478 Batch Quantity / : 272727 ampules/
Cepriz Ne _ |O6bem cepuu 272727 ammyn
Anallytical Report No / : 890001669503 |Date of Analysis/  : 16.06.2023
AmaiaTHaecKui oTyer No o ___|Hara apanusa _ o )
Date of Manufacture / : May-2023 '‘Date of Expiry/ : Apr-2026 !
JlaTa mpoA3BOACTBA I'ogen oo

Analvsis performed according ND/ Ana.lma npom aen mo H: JIII~001365 170222 N

6
6A |

Particulate matter / MexaHn4yeckue BRINYCHHS

Visible particles / " Complies / CootsetcTByeT

BHAUMBIE YaCTHLIbE

" Invisible particles /
Hepuauvble 4aCTHLbL:
i, Particles> 10 pm/
YacTun, pasMepoM =
10 MM

6B

particles > 25 um/ 02
YaCTHL PA3MEpPOM =

25 MKM

i

Related substances / PoacTeenHbie npHMecH

| Impurity A / ITpumMecs A T0.14%

Below LOD (LOD = 0.014 %) /

 Impurity B/ Tlpumecs B Hinxe npenena oSuapyxenus (11O

=0.014 %)
o
Impurity C/ IlpamMeces C | BelowLOQ (LOQ =0.033%)/
Hwpxe npenena KONHYECTBEHHOTO
| i onpenenenns ([IKO = 0.033 %)
Impurity D / Tlpumecs D

Below LOD (LOD =0.014 %) /

=0.014 %)

| Any unspecified impurity /
EquHwgHas HeHIeHTHHLIH-
pOBaHHasA NPHMECh

0.05%

Hunxe npepena oGuapyxenus ([10

acc20f5/Cip. 2m3 5

T Should correspond to requirements. / |

B cOOTBETCTBHM C TPEBOBAHIAMEL

not more than 6000 per ampoule /
He Oosiee 6000 Ha amyny;

not more than 600 per ampoule /
ue Gonee 600 Ha aMnyny.

not more than 0.20% / He Gonee
0,20 %;

not more than 0.50 % / He Gonee
0,50 %;

not more than 0.50 % / He Gonee
0,50 %;

not more than 0.20% / He Gonee

0,20 %.

Not more than 0.20 % / He 6Gonee
0,20 %.

Remarks : The Product confirms to ND/

ITpumeyanue: [IponykT cooTeeTcTBYET Tpebosanusm HIL 3armo

iConch—x.s_io-n : APPROVED /

yenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TTogroTornerno: Romakang Iposepeno: Pardeep Kumar | OnoGpero: Mexesep | P\n OROIUTEINh
_ '%; I t’f " + Amit Kumar Nt - =
Reprint Date / / Reprint Date / Reprint Date/
Iara: 16.06.2023 Hara: 16.06.2023 Hara: 16.06.2023 o

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

CIN: L85195AP1584PLCO04507
www.drreddys.com



Qe Dr. Reddy'’s Laboratories Ltd.
. ! » § Formulation Unit-6
Dr. Reddy S l.‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHKAT AHAJIH3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml T
ITponykr: Kertopon® (keTopomak) pacTsop Asis Bily TPHECHIIONO U BHyTpHMb;mequro BBefierud, 30 mr/mn |
Batch No / 1 V230478 1Batch Quantity / : 272727 ampules /
Cepus Ne _ ObbeM cepau 272727 amnyn__
EAﬁaIyﬁcal Report No / : 890001669903 Date of Analysis / : 16.06.2023 =
Ananarayecknii oraer Ne . ____J1aTa apmanmsa - o |
‘Date of Manufacture / : May-2023 Date of Expiry /. : Apr-2026 i
{Mara IPOH3IBOACTRA Foaen a0 o
Analysis performed accordmo ND / Ananuz nposegen mo 1 }"{H~001365 170222
Page 3 of S /Cip.3n35
% | Total impurities / Cymma 0.19% " Not more than 1.50 % / He Gomee |
’ npumecei i | 1,50 %. !
’m 8 Extractable volume/ | 1.0 101/ 1.0 ma ' " Not less than label claim (1.0 mL)/
| Hspnexaemplit 06bem He menee HompHaaksHoro (1,0 m) I
| 9 Bacterial endotoxins / T <=0.725 EU/mg / - Not more than 5.8 EU/mg of ketorolac |
| BakrepuansHbie <=(.725 ED/Mr tromethamine. / He 6onee 5,8 E3/Mr
3HA0TOKCHHBI KeTOpOoJiaKa TPOMETAMVHa.
10 S?&‘ility (every 15th batch) / A T NA ‘ Must be sterile. / ,H,om-xeif 6biTh
CrepuibHOCTD (AR KaXKA0H CTEDPMIBHBIM.
15-0ii cepun) :
11 wAssay/ KoJlnuecTBeHHOE T 29.71 m—;:;_f'_lg,ﬂ-mr ! From 27.0 ﬁg to 33.—(_)—mg T of
onpegeneHmne ! CisH13sNO3- C4H 1 NOy (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
| | ;oo 33,0mMr CisHpsNOs C4HiNO;
(keroponaka TpomeTamus) B 1 M.

12 | Alcohol content/3Jtanon | T1sT% | From 10.60 % to 12.60 %. /
l O7 10,60 % mo 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| Tlpumeyanue: [pomyxr cooTsetcteyeT Tpebosarusm Hil 3awmovesne: QJOSPEHO ”
Prepared by / Checked by / Approved by: Manager/Executive / H
! Tlogrorornexo: R.t:ﬁa!-wmi IMposepeno: Pardeep Kumar | Opobpeno: Menewiep / Py kopomuTess ‘
_ Auldit Ao |AmitRumar Ao |
II Reprint Date/ Reprint Date/ Reprint Date / : f
: Jlara: 16.06.2023 | Jlara: 16.06.2023 ) Hara: 16.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0AS07
www.drreddys.com



@
Dr.Reddy’s ‘;F

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

wi'roduct 2 /_

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND]A
Tel : 491 98166 56001-02
www.drreddys.com

~ Ketorol (Ketorolac) solution for intravenous and intramuscular injgc{ions 30 mg/ml

|AnalVSlS ysis performed accordmg ND / Ananus nposercn ne Hl:

popyxr: Ketopon® (etoponar) pacteop 11 BEIVIPHEEHHOTO W Bin qalrw,:meqﬂoro BBENCHHS. 30 Mr/mit
Batch No / 1 V230478 Batch Quantity / : 272727 ampules /
Cepust Ne ) L Obnem cepuin_ i MZ?_ZZMZJ amn i
Analyt]cal Report No / : 890001669903 “|Date of Analysis / 1 16.06.2023
AnannTnueckuii orger Ne o . Jara ananuza ) .

Date of Manufacture / : May-2023 |Date of Expiry / : Apr-2026 )
Hara npon3soacTsa |Toner xo o

JHI-001365-170222

P e40f5/(:i 4ns5

13 Packaging / Ynakoska 1 mL in class I light-shielding amber | ! mL in class I light-shielding amber 1
, ' ! glass ampoules (USP). A cut ring  or dark amber glass ampoules (USP).
and point in the upper part of A cutring 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.
PV C/aluminum blister, 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 wMn B amnynsl W3 inacarton pack. / :
CBETO3AIIUTHOIO crexiia | Ilo 1 M B aMIOyNsl M3
kopuyneBoro kimacca I (USP). B ! cBeTO3amiMTHOTO CTEKIIA KODHYHEROTO |
f BEpPXHEHl YacTH amMy/ibl HAHCCCHBI | WIM  TEMHO-KOPUYHEBOrO  LBETa |
KONBLUO W Touka Juid pasnmoma. Ha | xnacca I (USP). B epxuell uyactu |
AMITYTY HAKITEHBAKOT ITHKETKY. aMNynbl HAHECEHBI KOJNBLUO H TOYKA
Mo 10 amnmyn ¢ uHcTpykumel mo | mnd pasnoma. Ha amnyny nakneugawor
TTPUMEHEHHIO NOMEWAOT  ITHKETKY.
! B [IBX/amomunuesriii 6aucrep. IMlo 10 amnyn ¢ wuHCTpYKUMel 1o
& ITo 1 GnucTepy B mayky KapTOHHYIO. | IPHMEHEHHIO [IOMELIAT
B IIBX/amomunuessiit 6nuctep.
I [To 1 6nucrepy B NAYKy KAPTOHHYLO;
I cTauuodHapos: ro 2, 3, 5
ONUCTEPOR B NAYKY KapTOHHYIO. !
} o 1 6nucrepy B NAYKy KapTOHHYIO. i
14 Labelling / Mapxupoexa According to ND / B cootsercteuu ¢ HIl.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aupiuessom |
: Xpauenue OT CBET4 MECTE NIPH TemrepaType He Beiue 25 °C. He 3amopaxusars.

16 l Shelf-life / Cpox rognocts _Byears. /3roma.

Rema—fks : The Product confirms tc_ﬁ

| Conclusion : APPROVED /

Mpumeuanne: [IpoaykT cooTBeTcTBYET Tpebosanusm HJT 3arnrwyenne: OJJOBPEHO L
Prepared by / I Checked by / Approved by: Manager/Executive / O
Tloprorosnexo: Rfmnl anf i Ilposepeno: Pardeep Kumar | Onobpeno: Mexe wiep / I’vnm OIMTEIh _

p et il Amit Kumar s ) H
Reprint Date / L Repnnt Date / Reprint Date / !

Jlara: 16.06.2023 |

ﬂa}'a 16. 06 2023 Z[a}Ta 16 06. 2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0OD4507
www.drreddys.com



q ... Dr. Reddy’s Laboratories Ltd.
- ) ® Formulation Unit-6
D r“ Red dy S g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIIZA www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml !
CMpoaysr:  Keiopel (KCTOPORaK) pacteop AU BHY TPUBCHHOTO W LH\_an,umwn o Bresicnia, 30 mr/mn
iBatch No / : V230478 Batch Quantity / : 272727 ampules /
If‘epnn Ne __ lObwem cepun 272727 ammya
Analytical Report No 7 : 890001669903 |Date of Analysis / : 16.06.2023 |
AHajnuTuyeckmi orger Ne . _iirra AHAH3A

Date of Manufacture / : May-2023 Date of Expi Expiry /i Apr-2026 o
Aara nponssoicTen |1 oaen no L e . )
'Analysis performed accor d;m ND / Aaanus n;mne 1en mo H/L: HH 001365- 170222 B I

L - o PageSof 5/ Crp. 5wz 5
[ API name / Haumenosanue AQC: _ | Ketorolac tmmethamme f Keromo i o tavim
INN 7 M R S ) T —
API manufacturer batch number/ i
HOM_E_E_’L‘}H-! HPIBOAHTEH A(Ii(;w ~ e — 'm s o fHUlg}E ey o |
FP Manufacturer API Batch number /
Homep copun eyoerannuu apmnnainreis LJA®: Al § FEQAO(EI__ ___ )
API Manufactured by & country / l Dr. Reddy's Laboratories Ltd., India / l
Hpoussoanreds APC, crpana: R _Abp Pen Jndeparopn JIta, Mejms |
+ Remarks : The Product confirms to ND/ Conclusion : APPROVED / |
[Tpumeuanne: Ilpoayxr cooTeeTcTBYET Tpeboranuam H{ 3axarouenne: OJOBPEHO i
Prepared by / Checked by / Approved by: Manager/Executive / |
Tlonroroeneno: Rugakaut [Iposepeno: Pardeep Kumar | Opobpeno: Merepkep / Pykozoanens
B 1 k { Li = Amit Kumar AW, l
i Reprint Date / | Reprint Date / Reprmt Date/
_)__I,;;m:_1~6.9_6.2023 _ Muara: 16.06.2023 ___ JTata: 16.06. 2023 ~ o -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCC04507
www.drreddys.com



