: q... Dr. Reddy's Laboratories Ltg.
) o ;
Formulation Unit-6
Dr‘ Reddy S L Vill. Khol, Nalagarh Road, Badd;,
Distt. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTMOUKAT AHAJA3A www.drreddys.com

Produst: Ketorol E\p] ess (ketorol ac) ()1.3113! DlSlI‘LtL,Ll‘dtm” T" lots {U my
MpoayrT: Ketopon™ Bkenpeee (KeTopoaak) TabACTKI, AUCHERIHPYENBIC B NIONOCTH 1d 10 mr

'Batch No/ : V2300946 iBatch Quantity / : 3600000 tab / “““‘]
Cepuale . _ {O6bem cepuy 308 ) rab- R
| Analytical cal Report No/ : 890001665137 Date of Analysis / : 29.05.2023 l
AwanuTaveckmioraerNe Jlara ananmsa B ) L

iI)ate ¢ of Manufacture / : May.2023 ‘Date of Expiry / 1 Apr.2025 {
}.Ia'ra NPOH3BOACTBA {T'onen Ao i

ﬂmalys:s perfcrmcd according ND / Ananus npo Bejien no l{,&
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenennce Nel o1y

127.12.2021, wanrenerue Ne2 ot 11.11.2022)

Pape1of8/Cep. 1 u3 g

| };f I Test / MokazaTemn Results/ PeayasTare: Specification / Hopma
1 _i Description / Onucanie B tght }L low <uﬁdm beveled #ht yellow round flat beveled tablets
f | tablets with "|" debossed on one I with "' debossed on ome side. /
j side. /K INDCKUE Kpyrasie, NAOCKHe TaBleTRA © hackod
| taBnerxu ¢ dackoil, caetno- | CBETAO-WKCATOrO URET? © FpaB) ;nsxcm
IpoBKOR by 1m0 golt cTopotE.
| |
: Ideniification / Hani—mm;uu;. T T T T _l
| j‘ﬁal'o!ac-/ Ken—m}:’-atﬂa;c o T ' T } T
} a} ByUV/J | Compiie::fCoo’x:BcTc'l‘aj.'éF T uv cpcct_}J of the fest solution and
Yd-cnektpodotoMerpus | I ketorclac  tromethamine  standard
' solution should have peaks at the same
, ’ wavelength (2 2nm). [ Y@-cnexTpht !
DOFNCINEHI HCTBITYEMOTC pacibopa 1
I pactnopa  crangaprioro  ofpazua
| keToposaxa TpomeTaMuia  ROIDKNLL
| EMETH MANEMMYML AP OUHGIT W TOL Ae ;
: { AmiNe BOmEk! (L7 Ha),
| Remarks: The Product conforms to ND/ Conclusion: APPROVED / i
, [pumewanne: Tlpojiysr coorserersyer Tpebosanumyv HJT 3axmoucrne: OJOBPEBO |
| Preparcd by / “Checked by / Approved by: Manager/Executiva |
! Tlonrorosaeno: Ramakant Tlpoeepeno: Pardeep Kumar Onobpena: Mengwep /| Pyropcidrels
' N Amit Kuar \ %
/ I i e fa b2 1
¥ Reprint Date/ | Reprint Date / Reprint priad Date/ s ‘
ﬂaTa 29.05.20 073 Jarta: 29.05.2023 Hara: 29.05.2023 ‘

Registered Office: 8-2-337, Road No. 3, Banjarz Hi'ls, Hyderab=d - 500034, Telangana, India
Tel: 91 40 4900 2900, Fax: +91 40 4200 2893, Email: mail @ drreddys.com
CIN: LB5155AP1584PLCD04507
www . drreddys.com



Dr. Reddy's Laboratories Ltg,

D dd ! .... Fermulztion Unit-6
r.rReddy’s e .

vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHATU3A www,drreddys.com
'Product: Kﬁctézt\'-i Ex;lnres;s (ketosolac) Urally Eisiu‘tcgmti:i’;; Tablets 10 m;T_ o -~
Hpoyir: Keropon Srenpece (keropoan ) TabreTis, nucieprupyceyite 3 nonocty pra, 10 mr
Batch NO/ : V2300946 Batch Quantity / :+ 35600000 tab /
[Cepun Ne e R Y | O6%eM copan _ 3600000 15 .
|Analyt1ml Report No / : 890001665137 Date of Analysis / : 29.05.2023 !
AvanuTHaecruif oTyer No _ Hara anagnsa B o N
‘Date of Manufacture / : May.2023 Date of Expiry I : Apr.2025 1
Hara [IPOU3BOACTER Topexn Ao 1

AﬂaIYSIS perfurmed according ND / Auanuz nposeqeu 1o H,z.[
IT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenemie Nol or
127.12.2021, namenenne Ne2 or 11.11. 2022)

Page2 of 8/ Cip. 203 &

X€ . 5 .o v
‘:_' T'est / Flosararent | Results / Pervasratig Specification / Hopma |
4 (] i o

b) By HPLC /B3 Complies / Caorsercrayer The retention tume of the main peak on

H

i

{

I the chromatogram of test solution |
; l should comrespond to that on  the
| chromatopram of retorolac

| & raethamine standard solution (Assay |

ga

ection). / Bpema  yaeomuBaHus

| OCHOBHOMD fIHKd HA XPOMATOrpasMme
! HENbITYCMOTY paoteopn 20RO
i ‘ | LOOTBETCTLOBATS BpEMeHIt
I i ! YACPAULAUHA  OCHOBHOIC JRECS o Ha |
| | | Xpomarorpamme pacteopa |
| 1 ! CTaH@apTHOre obpaszua KETuponiaka |
| TpoMeTaMnuna \painen
| | «KOnmHYCCTBEHHOE ONpEiae ey}, !
. Remarks: The Product contorms to NDY i Conclusion: APPROVED/
dpisvesanie: Mpoayiy COOTBCTCTBYCT Tpebosaniiv 1] Jarmouenire:  QIOLPTHO 1
t Prepared by / T Checked by / Approved by: Manager Exceutive | i
. Honrorosneno: Ramakant | Iposeperio: Pardeep Kumar | Ono6peno: Mevepxep / P_ymz OJUTE D ,
' - A. H
| @W‘\ EL& O(-———-' Aml Kumar Ay~ L
w U S ——
Repnni Date/ | Reprint Date / Reprint Date /
Jlara29052023 | Jlava 29.05.2023 | fara: 29052023

Reg stered Office: 8-2-337, Road No. 3, Banjara Hills, Hucerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Fmail: mail@drreddys.com
CIN: LB5155AP1984PLCLO4507
www.drreddys.com
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Dr.Reddy'’s Q‘:'.

CERTIFICATE OF ANAI

Dr. Reddy's Laboratories Ltd,
Farmulation Unit-6
Vill. Khol, Nzlagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDiA

Yy SIS Tel : +91 98166 56001-02

CEPTHOHKAT AHAII3A www.drreddys.com
:};J':;d{xct; Ketorol Express (keic :dl':-;'._ Oraliy I isinte g};l-inj' Tablets 10 ﬁgm ) [
JHpoay s 3(&.".!;‘:1_ Ieapece (KeTopotar) Talae s, JHSieprEpyemble B nonoeti pra, 10 mr N
|Batch No/ : V2300946 {Batch Quantity / LGOUL0T ab i
Cepan Ne S _ [Obuem cepun 3000000 1ab i
Analytical Report No / : 890001665137 Date of Analysis / : 29.05.2023
{AnaauTryecknii oTveT No _ ) __Havaanannia i i R
'Date of Manufacture / : May.2023 ‘Date of Expiry / : Apr.2025 B j
jdaTa nponssogcersa Tones no

Ah;lysi; i:n-rl‘uruiéd according ND / Auanus HpoBeNeH no HJI:

|J111-004929-011119 (amend Nel from 27.12.2021, amend NeZ from 11.11.2022/ wiMenensie Nel gr)

127.12.202%, usmenenne N2 or 11.11.2022)

:;,: j Test / floxazatens | Results / Pesyapratn
3 | Identification h C\-n;:lie; /ni":':;yueTc_{‘:ng
Butylhydrexyaiisole /
HonanHuocts
t | By THArTAPOKCHANHI0, :
& £
' H |
]
7 i
i
i
i
L |
| f
P !_._.‘ — - Mqi ——— — - ———
j 4 | Average weight, Cpeansn | 764 mg/70.4 wr

E Remarks: The Product conforms to ND/
. lpumeuanre: TIponykr cootseTcTayeT TpeboBannaM HJJ

Page3 of 8/ Crp.3 uz 8

i
_ Specification / Hopma |
CThe  retentien | times  of - 1
butylhydroxyanisole and 3-

butvibvdroxvamsole peaks ou  the l
chroputopram  of the fest solution |
should correspond by the retention times !

2-burvihydrowyanisole  and 3~ |

butyihydroxvanisole peaks on  the
 chromatopram of butlylhydroxyvanisole |
¢ standard sulution

("Butylhydroxyanisole contemt" |
scchion). Bpemena  yOepKasz2Hua
nuKoR 2 AYTHIrMAPOKCHAHW3ONE M

[ 3-6y T HITHAPOKCHAHH30NE Ha

i xpomaTorpamme HCNBITYEMOTO

‘ PACTBOPE  JIOJDKHLL  COUTECTCTROBATS

BpUMEHAN VACSPH HBEHIN nuxkos !
2-ByTHNIEApORCHAHR IO "

f 3-OyTHArEAPOKCHaIIONA b |
Xpomarorpamume pacTeopa
CTaN [ APTHOTO olpasia
Oy THITHEPOKCHAH N3O {pasmen

«Conepxkanie

| BYTHITHIPOKCHAHK3OAAN).

67.2mgto 728 mg (70.0mg+ 4.0 %)./
O7 67,2 Mrro 72,8 Mr (70,0 mr+4,0 %).

[ mMacea

Conciﬁéion: APPROVED /
3axmoyenue: OJIOGPEHO

| Prepared by / Checked by /
| Tonrotosyieno: Ramakant [Tposepeno: Pardeep Kumar
' 7

o

Approved by: Manager/Executive / ¢
Qnobpeno: Menempxep / Pykoroautens
Amit Kumar N

s f{EErTnt Date/ ‘Réf)_rm_t Date / Rapriflt Date/ T
| M21a20.052003 | Jlava: 29.05.2023 | mara:29.05203 |

Repistered Cfffce: 8-2-337, Road Ne, 3, Banjara Hills, Hyderabad - 500034, Telangana, Ind a

el +81 40 4200 2900, fax: 491 40 4500 2399, Em

gil: mail@drredys.eom

CIN; LE51S5AP1984F LCO0ARNT

wenwLdrreddys.com

e



Dr.Reddy’s Qf’

CIRTIFICATE OF A

Dr. Reddy's Laboratories Lt
Formulation Unit-6

Viil. Khel, Nalagarh Road, Badd;,
Distt. Solan, H.P, 173 205, IND|A

NALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AUAAIBA

www.drreddys.com

‘Product: Ketorol If xprr s (katoroln 3 Orally Disindes

waling Tablels [0 e i

T]po_r_(_‘_@._a_._‘\(?r(}; Wkih rcm*‘:c (KeTOporaK) TalineTyH, mmnﬁpmmv bIC B NoaoeTi pra. 10 pr —
IBatch No/ : V2300946 ‘Batch Quantity/  : 3600000 tab /

|Cepus Ne _ . ) _O6nem ceprm 3600000 Tad |
Analytical Report No/ : 8OUDR1663137 Date of \.nahs.ls/ 1 29.05.20%23
AHMHTH‘I&CKHH oTuer Na e /Iata apann3a R

Date of Manufacture / : May.2023 Date of Expiry/ 1 Apr.2025 T
!JIa ra NPOH3IBOACTEA Popew no

‘Analysis performed according ND / Ananus nposeren no HJ: ' ) ,
E.I_H—(}G-iﬁ’l,‘)-ﬁ}l]lﬂ (amend Nel frem 27.12.2021, amend N2 from 11.11.2022 / s3senenne Nel oy

52".121'_2921, wimenerue No2 or 11.11.2022)

= sz .
5 Test / llaraszatens

i

| E Results [ Peayianrars Specification / Hopma
e ! " == o R T s
Unifor mity of weight / Complies / CoorseteTayer 18,20 1ablete - not more than 2 10 %%
QRIopoANeCTs MACCHI 2/20 tablets - not more than = 20 Y4 /7
{ t 18/20 Tabnerox — ne Oomee £ 109
| I 2/20 TaCacrok - He Gones + 20 %
I - - - 4 - - — - l - —— - .
5 Disintegration time / i 00mm 19 see /D0 mun 19 cex Nolmore than 5 min / He §onee 3 miuH
. PacnapaeMoiTe
{
I £ |
= ) ST i s R S e — ¥
6 Dissolution/ Pa 'c‘rmapemn [ Unii-1 / Tadn-1 9290 | Not less  than  75% () of
o 1 . o Ui NOs=Cal 1 NO (ketorolac
Uhit-2 / Tabn-2 101% | B - e T b ’ e
| l tromethamine} in 15 min / He mencs
Unit-37 Tabn-3 100% I 5% (Q CistisNO3C:H;  NO5
! ) . | (keTOpORaKR  TROMETAMUMY  Yepes
Unit-4 / Tabn4 10385 1 15 MUy
| i T
| Unit-5/ Tabn-5 102%
| ] Unit 6/ Tab1-6 105%
i ; e T i — - !
f—'? Fineness of Dispersion/ i Comphes WOTHETCTRYET _ A unifonn sus 54 n_nﬂn apa sing thr ugh a
, Auciieperoers 710 pm sicve is formed. / O6pasyercs
| ‘ l O[HOPOAEAA CYCTCHIWH, MPONOLIan
| CKBOIB CHTO C PAIMEPOM OTBE[CTHIL
I 710 nexm.
: &v:mrks Tm Product contorins to NI/ { Conclusion: APPROVED /
i Tpevenasmue: Tlpogysr coo FBCICTHYCT TCl Oosanusn HIT 3armevenne: ONOBEPEHO g
{ Prepared by / ~ | Checked by / Approved by: Manager/Executive / i
t IloaroTosinero: Ramakant Hm;mpmn Parde imar | Onobpeno: Menemxkep / Pyxosonurens !
] - Amil Kumar SN ;
@Aafd/ L =
| Reprint Date / Reprint Date / li
i ;Ia‘ra 2” 05. 2023 TIaTa 29 05, 2023 i
st ez e —— = o E et g <
fegistered Qfhoe: 8-2-337, Road Ne. 2, Banjars Hills, Hyderabad - 500034, Telangans, Indin
Teli #0140 4900 29C0, Fax: #9140 4900 2993, Email mail Bdrrecdys.cam

CIN: LBB1GSAP1ES4P
reddys.com
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Pagedof 8/ Cip.dus 8
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|
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e
Dr.Reddy’s ‘;‘

CERTIFICATE OF
CEPT I'I*IJIH‘CA I AHA, HIE7.N

Dr. Reddy's Laboratories Lt

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P, 173 205, INDIA
ANALYSIS Tel : +91 98166 56001-02
A TI1z A www.drreddys.com

Product; K ’*10101 }_".\pl‘.SS (humolaujwr by D1smtc€rmtuw lablets 10 mg - ]
JIpoayxr: Ko n 7 Drenpee (ke ropoas) TaBnCTER, anciepri prentsie B nofoeTH s, 10 Mr

Batch No/ i V2300946 Batch Quantity / : 3600000 tab/
Cepus Mo _ o O6nem cepiuis 3600000 Tab__ |
Analytical Report No/ 1 890001665137 Date of Analysis/ : 29.05.2023

Ananu rHYeCKuit oTyeT Ne.
Date of Manufacture /
Jara nponzBogcrsa

:“Ma} 2023

+Jlara aganusa ~ B N B
IDate of Expn) / ¢ Apr.2025 ]

Xopgen 10

Analym performed accordmc ND / Ananus npoBeges no H;I;
LITI-004929-011119 (amend Nei from 27.12.2021, amend Ne? from 11.11.2022 / usmenenne Nel oy .

127.12.2021, wamenenue Ne2 or 11.11.2022)

8 | Related impurities / Poacrsenusie npumec

ketorolac 1-hydroxy analog Below BDL (BDL=
l-rinpekesasanor H.'a_;c Topora  perMTy
RETUPONaKa =0.0010 %)
- . ]
 ketorolac l-keto anzlogf { 0.03 %
{ -keToawagor keToRoOnaka f
Any unidentfied iopurity /! 000 %%
l CAHHHY Has i
| ! wenpentuduipposan Has i
| nPIMCCh
i = s - ..- — . - e 4 ce—— SN -
i | Total impurities / f 0.0 %
| . Cymma npumeceii
T 23%

T [Vt Bom [
:

+

Isopropyl alcohol ; i 8 ugiab/
Hzonpunanon B MK B 1alne

|

a
|
;

i Remarks: The Product conforms to ND/
j primeuanne: [ponykr cooTsercrayver Tpebonannsm HII

Page50f8/Crp.5us 8

110 V) ¢} Notmaore than (0.5 % / He Gonee 0.5 ©
11 (1D t
i
3
Not more than 0.8 % / He basee 0 LB e
T VI S U
~otmore than 0.5 % / He 6onee 0.5 ‘
1

 Not more than 1.0 %/ He Sonee [[0%
| |

h:-f\{oim{,ethan'? 0% wiw/ ’
He Gosce 7,0 % I

10 | Hesidual solvents hy GC/ Oetatounnie 0pri DiRseCKHE pacts “]u! vex

l He Gonce “SU MKI B TA0HETI e

| Conclusion: APPROVED/ |
3aknovenue: Ollt)hPLHO ]

Prepared by / | Chiecked by /
Monrorosneio: Ramakant

] P |
| el | -
IR Reprint Date / Reprint Date /

| lava:20.05.2023 Hara: 29 052023

o ——

i Hpazepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnoGpec: Mewesunep / Pykosonurens |
Amit Koemar ﬁ\\ i 5

i

|

R'E}irim Date /
?T'—rra‘ 29.05. 20 !

e s—s e e

Registered Officr: 8-2-337, Road Ne. 3, Sanjara Hills, Hyderabad - 500034, Talan; gana, India
Tel: +51 40 4300 2900, Fax: +91 40 4900 2953, Email: mail@drreddys.com
CIN: LBS135AP1982PLCON4507
www.drreddys.com
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Qla
Dr.Reddy’s @5

CERTIFICATE OF ANALY SIS

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

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

CEPTH®UKAT AHAJIH3A www.drreddys.com
Product: Ketorol Express (kc‘t_blm»ai'ac) Orally Disﬁuegralmgni ahicts | U.rﬁg o I -

Hponysr: hoeronos’

Bwcnpece (ketopoiak) TAOICTKH, UCHICDI 1Py Chibie B 110406TH pra, 10 mr

« 3600000 tab /

Batch No / 1 Y230409406 Batch Quantity /

Cepua Ne R |Ofnem copnn_ 3600000 va6
|Analytical Report No / : 890001665137 Date of Analysis / 1 29.05.2023
(AnaauTayeckuit oryer Ne = Jata anannza e B .
Date of Manufacture / : May.2023 Date of Expiry / 1 Apr. 224

Jara nponieogcrea

Analysis p‘er.t'orm-ed- according ND / Ana :zf)u;n-,m; 1o HA:

Topen g0

J-004929-011119 (amend ol from 27.12.2021, amend N2 from 11.11.2022 / m3mencine Nel or

27.12.2021, namenenme Ne2 ot 11.11.2022)

Page 6of 8/ Cip. 6 us 8

{11 'f Microbial ennml-ratinn!ests/.‘\’quqmt}éu:m::quc]c;a;l dHCTGTA I'
1 — e - - ——ee ra———
¢ &) Toial Aerobic Microbial | MNA | Not mors than 1060 CFLi/g / !
( Count/ Obwmee uucno i | He Gonee 1000 KOEA i
| aspobisx Miskpo- |
| OpraEMIMes i '
fbﬁ‘?)*n.i Combincd Yeast TUNA T | Not more than 100 CFug/ |
and moulds count / Oburee i He Bonee 100 KOF/r i
I HHCA0 APOACGKCERIX 1} | |
HICCHORBIX FPIGOs i
[ ©) Escherichia Coli 1 T '\h\_ : i : Shell be absent im 1 sram / i I
| [ | Orevrersve s I r I!
[ F ‘l Uniformi'tywi-)iﬁesage_ur_:its-’_: T 38 ‘i __-'uh...p'zmc: value (AV) not mors than ]
. OnnopousaocTs 15.0/ Hpuemouroe 2naenie (AV) ve
Ao3MpoBaHuS ! | Boree 15,0, ’
| EETII s i ) AT —— e gl e “ SN |
! 13 | Assay/KonnwecTsehtoe 10.3 mg/10.3 mr it From 90mg w110y of
onpeaeNeHte (102.7 %) | CisHiNOwCH N, (ketorolas
! tromethamine) (from 0.0 10 110.0 % of
' I the Iabel claim) per a tablet / Ot 9,0 Mr
’ no 11.0 me CrsHpiNO = Cul 1 NO, |
(keroponaxa tpomeranun) (or 90,0 po i
| 110,02 % or 3aasnenmoro ko YecTBA) B f
‘ | rabneTke i
14 | Butylltydroxyanisole I T 0.0954 mg/tab / | Not less than 0,042 mg/tab /
i I content / Conepmanne 0.0954 mr B TabreTre | He menee 0,042 mr 8 Tabierxe
i GYTHATHApOKCHANHI0NA
sl o N _ - S——
T s——— B o S— o — - e = g
! Remarks: The Product conforms to N/ Conclusion: APPROVED / i
!
1 Tlpumedanue: Mpoaykr cootsercraver rpebosanuam HI  3axmogenne: OJJOEPEHO |
Il Prepared by / ; Checked by / Approved by: Manager/Executive / {’
fI’Io;zrumBﬂmo: Ramakant | Ilposepeno: Perdeep Kumar Onobpeno: Menexep / Pykosoaurens .
i 2 but A Amit Kumar A A i
it j [ = e i
1__ e e e e s i ~ i - R e o - o —————— ]
!2- Reprint Datc / f Reprint Date / Reprint Date /
| Jtera29.052003 | [ara: 29.05.2023 [ Memi290s2023 |

Registered Dffica: 8-2-337, Road No. 3, Banjars Hills, |

tyderabad - 500034, Telzngana, India

Tel: +91 40 4900 2900, Fax; +91 40 4300 2859, Email: mail@drreddys.com
CIN: LE5105AP1884PLCO04507

www.drreddyr.com



Dr.Reddy’s Q%

Product: Ketorol iixprzss {kétéfblac] Oraily quﬁltezrzﬁrng: ablets 10 mg

Hpouysi: Ketopos _SKCHpeee (ketoponak) tab TLERHL AHCTEPrIpYEMbIE B nonoct pra, 10 Mr

CERTIFICATE OF ANALY.

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P, 173 205, INDIA
SIS Tel : +31 98166 56001-02

CEPTUGHKAT AHAJII_’]_?A_. www.drreddys.com

— -

Batch No / : V2300946 ‘Batch Quantity / : 3600000 tab/
Cepna Ne _IOG'e,eLuﬁ cepun 3600000 TaG )

/Analytical Report No /- 890001665137
,.tuannﬂgqecxgq‘i_qrqerNQ _ L 32 . .
Date of Manufacture / : May.2023 ‘Date of Expiry / : Apr.2025

JaTa npounssogcrea

Jg‘;nlal::s{s i::-éfnl ruurn-c;r;rding ND/ Ananns ifp!:!?;c.tﬂf[ 1o H,( -
AI-004929-011119 (amend Nej from 27.12.2021, amend o2 from 11.11.2022 / napenenne Nel oq
27.12,%”2 . m3sterscnue M2 u?_'_lj.?_lgﬂ_?.:.l)

| 15 l'uC:l\.‘figéwf3’"2‘!!{”1‘.‘!{;3“— 110 tebless in 2 Dlister of

! Onuctepe w3 (TIA/ATTS ¢ (IT3/AJ1) do Mo 1 wmr 2 6wy Pa
! b BAaronorsorutenesln I1) [ @ THCTPYRUMCH N0 opeMedeRmo g
; - thoisrn /({1074 ) doser, flo DKy KapTonHyio,
! ; 1 2 Onuerepa ¢ HECTRYRIEH o
HpUMeHE Hio 8 navKy
} | K&PTCHEVIO.
[ It:mrL:xbelin;: ‘Mapkuponka ! According 1o NI/ B cootretcronu o I-i,J, S S i

i 17 | Siurégecéndi'tiam/'

' Xpawenne

;18 Fﬂelilife! Cpox roanocry | 2 years/ 2 rona

(PA/ALTE with
desiccant/HHDPE) foil & (PE/AL)
P soil 2 blisters  with patient
information Jooflet in 2 carton
pack. / TIn 10 7a6nerox B

Below 25 °(C, /1 J—pfi -Tt;.‘,in-cpf;”.}}.-:

|
|
s

|Date of Analysis / : 29052023

[ -Rara amasnza

Tonen no

—— e

Pase 7 of 8/ Cep. 703 8

i0 zblets i a blister of FAALPE wit,
desiccant/HDPE) foil / {PE/AL) foil. 1
r L blisters with natient information
leaflet in a carton pack. /[ lde 10
Ta0aeToK B GiucTepe my (FFASATHIT S ¢
BOATONOTGT T

!

He shitte 25 5,

* At preduct release the quality control ag. per the parameter « Microbial enum eration tests» is performed Tor
cach 20tk batch, or for one bateh in a year whichever is earlicr,
* [IpH BRIy CKe reKapcTaeHOr 0 IPEAZPATA KORTPOAL KA%ECTBA 110 HHOKa3AT 110 «MukpoGnonoruieckan
HHCTOTa NPOBOAHTCH Aaa Kamaoit 20-0i Cepuu, wam ang omioit eepu » O, B 3ASHCHMOCTH 01 Torg, yro

HACTYROHT PaHbine,
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. , Q € .- Dr. Reddy's Laboratories (4,
-] . &
Farmulation Unit-6
Dn Reddy S "~ Vill. Khol, Nalagarh Road, Badqj,
Distt. Solan, H.P, 173 205, INDJA
CERTHICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOUKAT AHATI A www.drreddys.com

Product: ketoral & pn 5 (Kctorolae ) Omlly Dlsmtcgmung Fablets 10 mg
Mpoayse: Keropon Brcapeec AReioponak) talicti. AHCACPTHPYCMBIC B D050 14 pu 10 mr |

(Bateh No/ : V2300946 \Batch Ouantxty / : 3600000 tab/ i
Cepug Mo R [O0beM cepun 3600000 ras

Ana lytical Report No/ 2 820001665137 Date of Analysis / ¢ 29.05.2023
JAnanatuyveckni orer Mo ) e 1.31 4 AHATN3R — .
D.mz of Manufacture / : May.2023 ~ |Date of Expiry / : Apr.2025 k.

| FaTa NpOK3IBOACTRA Fojren F[u

Ana]ysls pu’im med aacermn[‘ ND / Ananns np{muzm no ll,l, |
J'lH-OOd“Zﬁ»GlHIS' {amend Mgl from 27.12. 2021, amend N2 from 11.11.20272 {w3ncaene Mol g
27.12.2021, smenenire Ne2 o 11112620

Page8of8/C Th. 3:{;«‘5

APIname/Hanmenopanwe AQC: " Ketorolac tromethamine / Ketoponaxa
i . ) | TPOMETaNIH
IN"N! MHH e Ketorolac / Kevoporas e
! APY manufacturer batch number / ABPH010274 !
|_ Homep cepuu nporIBoaMTeTA ADC: _ .
FP Manufacturer API Batch number / S — |
Hamep cepuy (‘VI?(‘TQH"”H MPOMIBOUTE TR @d_} ) 5! e _Fi%_(f}i_ o i
| API Manufactured hy & country / ’ Dr. Reddy's Laboraiorics [Ltd |, ludia / H
Hponseognrens AQC, CTpaHa: . i H-p .Pe,r:nzp’c- fiaéopa‘ruqncgh_.r . M
| Remarks: The Product conforms to ND/ | Conclusion: APPROVED /1
K Hpumesanice: Mponykr COOTBG’TCTB)/PT‘ TpeboBau;iaM HO | 3akmoyenye: OJXOBPEHO
Prepared by/ ' Checked by/ Approved by: Mana ger/Bxecutive / H
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