r.Reddy’s

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratorles Lid.
Fermulation Unit-6

Vill. thol, Malagath Road, Baddi,
Distt, sofan, H.P, 173 205, INDIA
S NGAEE 5600162

CEPTHOHEAT AHAJTH3A

i

wrwwLarieddys.com

| Market / Prinox

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ﬂpggyg_r__:._,Kgmﬁiggggp_gﬁg(ﬂggppo.ualc) Tabjerky, Aucneprapyemeie B mogocts pra, 10 Mr

‘Russia / Pocensa

Batch No / ' Batch Quantity / . 36,00,000 tab/

Cepus Ne - V2502460 O6nem cepwy " 36,00,000 rab

Analytical Repogrt No/ . 040003237027 Date of Analysis / . 9712.2025

AnanuTaecKui oTuer Ne Jara aganusa

Date of Mlanufacture / - 12/2025 Date of Expiry / . 11/2027

Hara npeHiBoACTRa open o

Mig. License No./ MA ber: /

I1poussogcTBennas - MNB/05/263 aumoer: . JII-Ne(004669)~(PT-RU)
Homep PY

Jsruensus Ne

Analysis performed according ND: / Ananns oposeges o HJI: JIII—N&(G%)466§)—(PI"‘-RU}~190224
PIL version approved: / MucTpyknuna yreepaxaena: 21.04.2025

Page 1of 11/ Crp. 1 m3 11

No , I
No Test/ Ioxaszarens Results / Pesynsrare: Specification / Hopma
3 Wl)escription { Onucanue wﬂ{éht yellow round flat beveled Light yellow round flat beveled tablets with *|"
tablets with "|" debossed on one debossed on omne side. / Kpyraele nnockie
side. / Kpyrate nnockue Tabnetky ¢ (Gackoil, cBETNO-KEATOTO UBETA C
TaGreTky ¢ ackoil, CBeTHO- rpapupoBKoil «l» Ha 0IHOH cTOpOHE.
WKENTOrO UBETA € MPABHPOBKGH
«l» Ha OIIHOH CTOPOHE,
2 Identification / Hpenrnduranun

Ketorolac / Kemoponax

Complies / CooTBeTcTBYST

tromethamine standard sclution should have
peaks at the same wavelength (£ 2 nm). / Y-
CITEKTPL! NOTIIOMIEHHS HCNBITYEMOTO PACTBOPA H
pactsopa cranpapTHoro odpasma Keropomaka
TPOMETAMMHA [OMKHE! HMCTE MAKCHMYMB! LpH
oariol 1 Toll e pimiie BOARLE (£ 2 M)

Remarks : The Product confirms to ND/
O pumesanue: [poaykr coorserersyer Tpebosanmam HIJ

Conclusion : APPROVED /
Jarmogenue: OJOBPEHO

Prepared by / Checked by / Checked by {AQA) / {|Approved by: GQuality Assurance/Authorized person /
Noxroroeneno: Pravesh Mposepeno: Pardeep  |[[iposepeno (ADK): | Opnobpeno: Obecneuckne xauecTra/OTBETCTBEHHOE
; - ; - ;

Kana /f Kumar A;// Al I\unf;{w A HL0: e )

M b ,‘,/ &‘ G i T e

f‘ o l»/ - - ’ /.v"
Dage / Date / Date / Date / T R ¢
Jara: 27122025 Hata: 27.12.2025 Hata: 27.12.2025 Hara: O S I

Regisuered Office: §-2-337, Road No. 3, Benjara Hills, Hyderabad - 500034, Telangona, India
Tel: +91 40 4500 2900, Fax: +91 40 4800 25589, £mail: mail@drreddys com
CiN: L8535 05AP1884PLCO04507

www.drreddys.com

UV spectra of the test solution and ketorolac




CERTIFICATE OF ANALYSIS

Dr, Reddy's Laboratories Ltd
Formutation Unit-6

Vill. ithol, Malagarh Road, Baddi,
Distt. Sofen, H.P, 173 205, INDIA
Tel: +01 95166 560071 02

CEPTH@®HEAT AHAJIN3A

wwvdrreddys.com

E'I;rézi;;t?ul-(;toédl Express (ﬁéferoiac) Orally Disinteé}aﬁng Tablets 10 mg

:Russia / Poccua

Market / Poirox o _ _

Batch No / . Batch Quantity / ~36,00,000 tab /

Cepus N - V2502460 | Obvem ceprn ~ 36,00,000 rab o

Analytical Repaurt No/ . 040003237027 Date of Analysis/ . 97 12.2025

Awnanira Hecknii oTeer No HBara apanusa

Date of Manufactare / - 12/2025 Date of Expiry/ . 1172027

Jata npoussoncTaa JXonewne P ]

Mifg. License No./ MA ber: /

HpowsBozicrBennan - MNB/05/263 awmber: + JITE-Ne(004669)-(PT-RU)
Homep PY

JuHeH3Hs Ne B

Analysis performed according ND: / Ananus nposexen mo HJE: JII-Ne(004669)-(PI-RU)-190224
_PIL version approved: / Mncrpykuusa yreepxiena: 21.04.2025

Page20f11/Crp. 2 3 11 .

Test / [Toxazareasn

No

Results / Pesyabrartsi

Specification / Hopma

e

Complies / CooTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should correspond
to that on the chromatogram of ketorolac
tromethamine standard solution (Assay section).
/ Bpemsa ypepKMBaHHA OCHOBHOFG MHKA Ha |

XPOMBTOrpaMME  MCIBITYEMOTO  pacTsopa
BOJAHO COOTBETCTBOBATH BpEMEHH
yIepHKHBAHUSA OCHOBHOTO nuKa Ha
XpOMarorpaMMe  PacTEODA  CT&HAAPTHOID

ofpasua keroponaka TpoMeTaMHHa (pasnen
«Kony4ecTBEHHOE OTIPCRENCHHUEN).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Iipumevanne: [ponykT cootseTcTeyeT Tpebosamuam HJE Iawmouenne: OJOBPEHO 1
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
Itoaroroenene: Pravesh fiposepero: Pardeep jiflposepeno (AOK): |[|Onobpeno: Ofecneuenye xauecTea/OTBETCTBEHHOE
Rana ) f Kumar Amit Kpmar N LS ; /j}r@ C‘v}
’/_,/_ c::ifz” Ve V7 //
iy 5
Date / Date / Date / Daic / NI
Hara: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025 Jara: 23

Registered Office: $-2-337, Road Ne. 3, Benjara Hilis, Hyderabad - 50002+, Telongana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2992, £mail: mail@drreddys.com
CiN: LBE1SSAP1984PLCO04507
www.drreddys.com




y#%

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

viil. Khol, Malagarh Road, Baddi,
Gistt. Sosan, H.P, 173 205, INDIA
Tal . (01 NOLIAS 5600102
wwendrieddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUEAT AHAJIN3A

 Market / Pronok

Product : Ketorol Express (ketorolac) Orally Disintegfating Tablets 10 mg
Tipoaykr: Keropea® Bxenpece (kevopoimn) Tabaerys, ARCHepripyessic B HOFOCTH pra, 10 Mr

:Russia / Poccus

‘Batch No / , Batch Quantity / "736,00,000 tab /

Cepua Ne ) B + V2302460 O6sem copiy 36,060,000 Tab i ]
Analytical Repoft No/ . 040003237027 Date of Analysis / . 97122025
ABaanTHYecKHi oTyeT No Jdara ananusa o N
Date of Manufacture / . 12/2025 Date of Expiry/ . 11/2027

JaTa npoRiBoAcTEa Touen no e
Mig. License No. / MA number: /

IIpoussoncreennas - MNB/05/263 ’ ;. JHII-Ne(004669)-(PT-RU)

Homep PY
Jruensns Ne |

Analysis performed according ND: / Anasma nposeaen no H: JITT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hacrpykunus yvreepxaeira: 21.04.2025 -

Page30f11/Crp. 3 m21l

No
Ne

Test / [foka3aTens

Results / Pesyarrars: Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuson

Complies / CODTBETCTBYET The retention times of 2-butythydrox yanisole and
3-butythydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention tfimes to 2-
butylhydroxyaniscle and 3-butylhydroxyaniscle
peaks on the chromatogram of
butylhydroxyanisole standard solution
{"Butylhydroxyanisole content” section). /
Bpemena YAEPKHBAHUA FHKOB 2-
SyTHNIHAPOKCHARK30NA H 3-
GYTHUATHAIPOKCHAHU3ONA HA  XpOMATOrpamme
HCIIBITYBMOTO pacTeopa HOMKHBL
COOTBETCTBOBETE  BpEMEHaM  yAEpXHBaHuHA
miaxos  2-0yTwiruppoxcHanuzona W3-
SYTHAPHAPOKCHAHMSOME  HE  XPUMELIUE PAMME
pacreopa CTAHIAPTHOIO obpaiua
Syrunrunpokcuannionz (paspen «Cojepxkanne
OyTHArHIPOKCHEHHZONAR).

Remarks ; The Product confirms to ND/

Conclusion : APPROVED /

Hpumeyanne: [Iponyxt cooTsercreyet TpeboranuaM HJE Tarmouenne: QJOBPEHO
Prepared by / Choecked by / Checked by (AQA) / {|Approved by: Quality Assurance/Authorized person /
Toprorosneno: Pravesh ITposepeno: Pardeep  [|Tlposepetio (AOK):  [{OnoeOpeno: Obecneyenne xa4ecTead/QTEETCTECHHOT
Rana / Rumar Amit Kumar T 2 TN S

. 4 . PR N

{Z = A ( | 7‘*“\} g
Date / Date / Date / Date / _ ' ‘
Nara: 27.12.2025 Java: 27.12.2025 Hara: 27122025 {[7laTa: 7K N v s

Registared Office:

$-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, lhdia

3354,

Tek: +91 40 4900 2900, Fax:; +91 40 4900 2539, Email: mail@drreddys.com

CIN: L85 195AP1984PLCO04507
www.orteddys.com




Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6
vill. ithol, Nalagarh Road, Baddi,
— . Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1) L0 9B 166 5600102
CEPTHOGHEAT AHAJIIIA ww drreddys.com

Product kétorolﬁpress (ketorolac) Orally Diégﬁtegraﬁng Tablets Iﬁn—l_g '
Hpoaywre: Keropea® Inenpece (eroposar) vabaersn, Jueneprapyenbie B 10J0CTR pra, 10 mr e
Market/ Prigox :Russia / Poccua - _
Batch No / ) Batch Quantity / . 36,00,000 tab/
Cepns Ne ] V%?‘02460 1 Obbem cepun © 36.00,000 Tab B
Analytical Repoj't No/ - 040003237027 Date of Apalysis/ - 27122025
ApanurryeckHil oTyer N o Jsva asmaimia
l_)ate of Manufacture / - 12/2025 Date of Expiry / 1172027
Jata nponisoscrsa o | Tones aw ]
Mfg. License No./ MA number: /
IpoxaBoacraensnas . MNB/05/263 moer: . JHI-Ne(004669)-(PT-RU)
Homep PY
Jiuensnd No O [
Analysis performed according ND: / Axanuz nposeger mo HJ: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpyrans yrsepmucna: 21.04.2025 1

_Fagedof11/Crp.4m311

.I:(DO Test/ JioxaiaTenn Resuits / PesyabTarh Specification / Hopma
3 i Averagé@eighf/Cpeﬂnnﬂ 70.4 mg / 70.4 Mr 67.2mg to 728mpg (70.0mg £ 40%). / |
MACCH Ot 67,2 Mr ao 72,8 mr (70,0 mr+ 4,0 %).
18/20 tablets - not more than % 10%;
Uniformity of weight / 2/20 tablets - npot more than = 20%. /
o Rg o :*I};(ETE: MagCCbl Complies / CoorBeTcryer 18/20  tafnetox - ne Oonee I10%;
AHOpOR 2/20 rabnerok — He Bonee = 20 %.
4 Disiﬁiegraﬁou time / " 00 min 28 sec / 00 MuH 28 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocts
g Dissolution / PacTeopenne Unit-1 / Ta6n-1 97 % Not less than 75 % (Q) of CisHisNOs+CeH i NO:
. {(ketorolac tromethamine) in {5 min. / He menee
Unit-2/ Taba-2 9%6% | 959 (Q) CisHpNOyCiHNO; (keToporaka
Unit-3 / Tabn-3 97 % TpomMeTaMuH) vepes 15 Mun.
Unit-4 / TaGa-4 98 %
Unit-5 / Ta6n-5 98 %
Unit-6 / Tabi-6 98 %
Remarks : The Product confirms to NIV Conclasion : APPROVED /
[ipumeyanne: [IpoaykT cooTeeTcTBYET TpedoBanuaM HJI j|3akno4enne: OROEPEHC
Prepared by / Checked by / Checked by ’(AQA) ! Approved by: Quality Assorance/ Authorized person /
[toarorernerno: Pravesh [iposepeno: Pardeep  |illposepeno (ACK): ||Onrolpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Rana /! ‘ Kutar ‘ Amit Kumar TIFELG: Y. | ?
’/7, dﬁ/ f\s » L ! u\ ,_‘,;-E i)‘,’
Date / Date / Date / Bawe/ PO —~
Dara: 27.12.2025 Hara: 27.12.2025 Tata: 27.12.2025 Hara: WS L TR0 0A

Registered Office: 8-2-337, Road No. 8, Benjars Hills, Hyderabad - 500034, izlengana, indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 1L85195AP1584PLCO0C4S0T
www.drreddys.com



CERTIFICATE OF ANALYSIS

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

vill. khol, Malagarh Road, Baddi,
Distr. Solan, H.F, 173 205, iNDIA
Jaoi s 71 98166 S6001-02

CEPTHOHEKAT AHAJIM3A

wiww.onieddys.com

Product : Ketorol Express (ketorolac) Orally Bisintegratih?g"'_l‘ablets 10 mg
pogyxr: Keropea® Ixenpece (keroposak) TabaeTkH, JHCHEPrapyembie B nastocry pra, 10 sy o

Market / Poraox :Russia / Pocchs -

Batch No / . Batch Quantity / 36,00,000 tab /

Cepun Ne o - V2502460 Obwbem ceprn ~ 36,00,000 Tab |

Analytical Repourt No/ . 040003237027 Date of Analysis / . 9712.2025

Ananurnvecknit orger Ne ara anannsa

Date of Manufacture / . 12/2025 Date of Expiry / . 1172027

Jara npoHIBOACTBA o Tonen o - ]

Mfg. License No. / MA number: /

ponsroaereenuas : MNB/05/263 . . JIE-Ne(004669)-(PT-RU)
Homep PY

gaugesgg e T -

Fage80f11/Crp. Sm3ll

I;: Test / Tioxazarens Results / Pesyarrarst Specification / Hopma
6 Particle size distribution / Complies / CooTeeTCTBYET A uniform suspengion passing through a 710 pm }
HuenepeHocTs sieve is formed. / OOpasyercad OLHOPORHAA
CYCHeHsus, NPOXOAAMAA CKBO3b CHTO C
[ pasmepom orsepctHi 710 MEM.
7 Impurities / uﬂpnmecu
" 1-hydroxy analog of 0.0035 % not more than 0.5 %,; / ne Gonee 0,5 %;
ketorolac: /
I-runpoKcHasanor
KETOpONaKa
1-keto anak;g:)f ketorolac / 0.03 % not more than 0.8 %; / ie Gonee 0,8 %;
1-XeToaHaANOr KeTOpOlaKa
unidentified impurity / 0.03 % niot more it 0.5 %6, / e Doiee 0,5 %4
eRHHIMHAs
HeuneHTHOHIHpORaHHASR
MpHMECH
" total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cymMma NpuMecet
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanne: Tponyxr cooTseTcTByeT Tpeboranmam HJL Jaknwuenne: OJOLPEHG
Prepared by f Checked by / Checked by (AQA) / [ Approved by: Quality Assurance/Authorized person /
HonroTtorneno: Pravesh IMpopepeno: Pardeep  |[Tposepenc (AOK): [Ono6peno: Obscnevyenne xauecTaa/OTETCTBEHHOE
R + Kung Aauil Kuna | PTTION i
& ’ - i\\w o/‘,w | lL E "%; //‘
Date / Date / Date / Date / _ o
Tara: 27.12.2025 Jata: 27.12.2025 Jlata; 27.12.2025  ||Hara: RS EEEA
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telongana, Incia

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

CIN: LB5195AP1984PLCO04AS07
www.drreddys.com




CERTIFICATE OF ANALYSIS

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

yiil, ithol, Malagarh Road, Baddi,
Pistt. Solan. H.B, 173 205, INDIA

CEPTHOHEAT AHATH3A

Tal ARer ATl BN ala]
Tet +21 55160 L6001 €2

,,,,,,,,,,, wwwdreddyo.com L N

‘Product : Ketorol Express (ketoml&c) Ora!ty Disintegrating Tablets 10 mg

Hpoaykt: Keropoa® Drenpece (xeToponax) vabeTku, AHcneprupyembte B 1030¢TH pra, 10 Mr L
Market / Poinox ~:Russia/ Poccus . !
Batch No/ ‘ Batch Quantity / 36,00,000 tab/
Cepra Ne - V2502460 Q0nenm cepun 7 36,00,000 Tab o
Analytical Report No / . 040003237027 Date of Analysis / . 2712.2025

AHATHTHIECKHIE 0THeT No Hara agamiza ‘ - |
Date of Manufacture / 12 /202 5 Date of Expiry / 112027

Jara npom3BoacTEa Fonen go

Mifg. License No./ MA ber: /

IIpon3BoaCTBEHEAR - MNB/05/263 nmoer: . JIT-Ne(004669)-(PT-RU)

Homep PY

umemsa N L

Analysis performed according ND: / Auanus nposeﬂ{en no H,I( .JIIE-.N‘«(OMG&Q) (PT-RU)- 190224

PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Fage 60f 11 /Cip. 6 n3 11

I;,f Test / [okazatenn Results / PeayasraTth! Specification / Hopma
8 | Water content/ 2.0% ) Not more than 7.0 %. /
CogepraBie B0OAbI He 6osee 7,0 Y.
9 Residual solvents/ OcTatosnsie oprarmqemcne PacTBOPHTEAK
] _Isopropyl aleobol/ 4 up/tab / Not more than 350 ug/tab. / 1
Mzonponanos 4 mir B Tabnerke He Gonee 350 mxr s Tabnetke.

Remarks : The Product confirms to ND/
[ipumeyanne: [poaykT cooTBeICTBYET Tpebosannam HJL

Conclusion : APPROVED /
Fakmwuenune: OJOBPEHO

Prepared by /
HoaroTosneno: Pravesh

Checked by /
(Iposepeno: Pardeep
Kaumar

Amit Kumar

Checked by [AQA)/
[tperepero (AOK): };Oﬂoﬁpe&m: Obecrieverue kauecTsa/OTBETCTBEHHOE

Rana : itk . AHBe: .
1 S (sl

Approved gyt Quality Assurance/Authorized person /

Date / Date /

JHarta: 27.12.2025

Date /
Jara: 27.12.2025

Hara: 27.12.2025

Date /

Hara: 2 P S b R P A

Registered Office: §-2-337, Road No. 3, Benjara

Hiils, Myderabad - 500034, Telangana, india

Tel: +51 40 4000 2800, Fax: +61 40 4000 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCOCAS0T
www.drraddys.com




VA

Dr. Reddy's Laboratories Lid.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS DSt Soin, HP, 173 205, INDIA

CEPTUGHKAT AHAJTH3A

—- o e =y .
el w51 SOL6E S0UGLC
e ek s

i L

Product : Ketorol Express (ketorolac) Orally Disintcgratﬂigﬁ‘abiets 10 mg
Mpogyxr: Keropos® Dxenpece (keroponak) rabacris, Acnepripyesble B OROCTH ji1a, 10 mr

Market / Pernor

:Russia / Poccus

Batch No / , Batch Quantity / ~36,00,000 tab /

Cepun N2 o - V2502460 Obbem cepun " 36,00,000 1ab L
Analytical Repourt Neo/ 040003237027 Date of Analysis/ . 27.12.2025

AHRaTHTHYeCKHR oTHeT N2 Jlara ananuia

Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027

Jara npouisoacTea Togen o

Mfg. License No./ MA number: /

HponssoacTBennasn . MNB/(5/263 ' o JEEE-Ne(004669)-(PT-RU)

Homep PY

| nuenzus N

Analysis performed according ND: / Ananns nposegen mo HJ: JIII-No(004669)-(PT-RU)-190224
PIL version approved: / Hucerpyxuns yreepskaena: 21.04.2025

Pace7Tof 11/ Crp. Tua 1l

‘i:.f Test / ITokazaTens Resuits / PesynbTaThbi Specification / Hopma
10 Microbiological purity*/ Muxpobronornueckas wuerora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / ofisee uHeno re Gonee 10° KOE/r;
a3pOBHBIX MUKPO-
Opranu3MoB
" “Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / obiee wHCno ne Gonee 102 KOE/r;
APOHKEBEIX ¥ NACCHEBBIX
rputos
Escherichia Coli NA shell be absent in 1 gram, /
oTeyreTBue 8 1 1
i1 Unilur ity of dosapge units / .4 Acooptonos vafue (V) far mars than 15.0
OnuHopoasocTs [oxasarens npuemuesoctH {4 V) nomxen 6elTh
NO3HPOBAHHBIX STHHKY He Bogee 15,0,
Remarks : The Product confirms to NDY Conclusion : APPROVED /
Ipnmeyanne: IIpoaykT cootetcTRYeT Tpebosanmam HI 3akaoqerue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosnexo:; Pravesh ITposepeno; Pardeep  |{[Ipozepeno (AOK): |iOnobpeno: Obecneuenne katuectaa/OTeeTcTBEHHOS
Ransa A Kumar Amit Knmar iFhY ) : ;}
af 1 - .‘f. i ?‘ :f\
& = [C Lo
Date / Date / Date/ Date / @ o
Hata: 27.122025 Ilata: 27.12.2025 Jata: 27.12.2025 JlaTa: R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, sydorabad - 560034, Telangana, India
Tel: +91 40 2500 2900, Fax: +31 4C 4900 2959, Email: mail@drreddys.com
CIN: LB5195AP1684PLCDUAS07

www.drreddys.com




Y's

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid

Formulaticn Unit-6

Vill. Kho!, Balagarh Road, Baddi,

Die.t. Soian, H.P, 173 205, INDIA
- -

CES 8E00%

i Dol

CEPTUHOHEAT AHATH3A P o
e e e e+ W e Dy L0 - —
[ Product: Ketorol Express (ketorolac) Oraily Disintegrating Tablets 10 mg
!_HE}E}’EV& wr: Ketopos” Sxempece (Revoposar) TaBNETKH, BBCHcpIEpyesbic B ON0CTH pra, 10 Mr e
| Market / Primok :Russia / Poccus ) o L
Batch No / _ Batch Quantity / ~ 36,00,000 tab /
Cepun Ne - V2502460 Obnem cepun ' 36,060,000 Tab
Analytical Repourt No/ | 040003237027 Date of Analysis / . 9712.2025
AnannTHYecKH#E oTHeT Ne Jara aganuia o e
Date of Manufacture / - 12/2025 Date of Expiry/ 112027
Hara npomssogcrea commemmo T'open no oo o
Mfg. License No. / MA number: /
Hpoussolersennan : MNB/05/263 ' : JIE-Ne(004669)-(PT-RU)
Homep PY
JHuensng Ne B

Analysis performed accord:ng ND: / Ananns ﬂpone,aeu o H,I{ JITI-Ne(004669)- (PF-RU) -190224

Page 8 of 11/ Cip. 8 mall

i,.? Test / flokasaTens Resulfs / PeayaeTatht Specification / Hopma
1z Assay / Konsuecreennoe 10.0mg / 10.0 mr From 9.0 mg to 1.0 mg of
onpejenente (99.8 %3 CysHaNO3-CH NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet, / Or o0mMr Ho 11,0 mr
CisHisNO3+C4H NOy {keToponaka
Tpomeramud) (o1 90,0 me 110,0 % ot
3AABREHHONO KOMXYeCTRa) B TabneTke.
13 Butythydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab. /
content / Cogepwanne 0.0942 mr & Tabnertke He menee 0,042 mr 8 TabneTxe.
SyTanruapoxcHasriona

Remarks : The Product confirms to NI/
TIpumeuasue: [Ipoayxr cootreTcTRyeT Tpebosanuam HJL

Cenclusion : APPROVED /
Jakmovyenune: OHOBPEHO

Prepared by /
floaroropneno: Pravesh

Checked by /
Mpeaepeno; Pardeep

Checked by (AQA) /
ITposepeno (AOK):

Approved by: Quality Assurance/Aunthorized person /
Onobpeno: Obecoeuenne kavecta/OTBETCTBEHHOE

Runa RKurnat At Kuti HHN .t
;! § L -J}a Lik“j -
b R [ Ve |
Date/ Date / Date / Date / ) .
Jara: 27.12.2025 Hata: 27.12.2025 Tarta: 27.12.2025 Tlata: DY 1 A 24

Registered Office: 8-2-337, Rozd No, 3, Ganjara Hills, Hyderzbad - 300834, Telangans, india
Tel: +51 G0 4500 2900, Fax: +31 4C 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLL0O4507

www.drreddys.com




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJHIZA

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

Vill. Khol, Natagarh Road, Baddi,
Distt Selan, H B, 173 305, INDIA
Tel : +51 531606 56001-02

s e g oy SO

Product : Ketorol Express (ketoroiac) Orally Disintegrating Tablets 10 mg
Hpoayir: Keropoa® 3xcnpece {keropoaak) Tab/ieTKH, ARCHEPrApYeMbie B NOJOCTH pTa, 10 mr

Market / Pritiox

:Russia / Poccus

Batch No / . Batch Quantity / _ 36,00,000tab/
Cepun Ne - V2502460 O61em cepHH " 36,00,000 Ttab
Analytical Repo‘f't No/ . 040003237027 Date of Analysis/ . 27.12.2025
AnanuTmiecknii oruer No Jlara anannsa
Date of Manufacture / . 12/2025 Date of Expiry / C 1172027
Jara npouisoacrea Fopgen no o
Mfg. License No./

. MA number: / . N BT
HponspoJcTBennan : MNB/05/263 Yomep PY » JITE-Ne(004669)-(PT-RU)

Junensuas Ne

Analysis performed according ND: / Asaani nposegen no BI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / HucTpykuus yreepaxaena: 21.04.2025

Page 90f11/Cip. 9 m3 1l

Onucanue YRaKOBKH

{(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foii. 2 blisters with patient
information leaflet in a carton
pack. / Ho 10 -Tabnetoxk s
tnucrepe wz  (ITA/ATUVTIZ ¢
anaronornotHtenem/ T I9BIT)
donery // (113/A31) donera. o
2 Gnucrepa BMECTE € JHCTKOM-
BEJIAABILICM B na4yxy
KapTOHHYIO.

I_:,f Test / IokazaTess Results / PesyabTaThbi Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccanttHDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / [To 10 Tabnetox B ©nucrepe w3
(MA/ATITID ¢ snaronomotHresnem/TIIBII)
domern // (TI/AJ) domera. ITo 1 wmm 2
GnmcTepa BMECTE C JIHCTKOM-BI/IABIIEM B
NAYKY KAPTOHHYIO.

every 20 batches or one batch per year whichever is more.
* [Ipy BuinycKe JIEK2PCTEEHHOTO IPENAapaTa KOHTPONL K2YECTRA MO nokazaTemo «Mukpobuonorsyeckan

YUCTOTa» NPOBOAMTCH IR Kaxnoh 20-oif ceprH, KK 4J7 00HOH CepHR B TOL, B 33BHCHMOCTH OT TOIG, 4TO

HACTYIHT palblle.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in

Remarks : The Product confirms to ND/
TIpumeuanue: [IponykT coorseTcTRYeT Tpebosanmam H]Y

Conclusion : APPROVED /
Jaknwyenne: GJOBPEHO

Prepared by / Checked by / Checked by (AQA) / {|Approved by: Quality Assurance/Authorized person /
TloarorosneHo: Pravesh [lposepeno: Pardeep  jHIposepeno (AOK): |{Onobpeno: Obecneuenre KasecTpa/OTRETCTREHHOE
Rana 7 Kumar Amit Kumar THELD: ‘D
P J\.
) Z C,,Lf f N géﬁ Vo
Date / Date / Date / Date /
Nata: 27.12.2025 Tata: 27.12.2025 Tata: 27.12.2025 Hara: DR AR P

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CiN: LB5195AP1984PLL004507

www.drreddys.com




Dr. Reddy's Laboratorizs Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.E. 173 205, INDIA

& uGo0L 02
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VA
CERTIFICATE OF ANALYSIS lan,
CEPTHOMKAT AHATH3A 49195

soob i s i

Proeduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon® Bxcnpecc (keroponak) Tabyerin, fucneprupyeMere B nonoctu pra, imr
Market / Prinox :Russia / Poccus o ) N .
Batch No/ , Batch Quantity / ~36,00,000 tab /
Cepun N2 - V2502460 Obnem cepan __36,00,000 Tab
Analytical Report No / . 040003237027 Date of Analysis/ 27122025
Ananarruccxud oTyer Ne Jlata apanmuia
Date of Manufacture / . 12/2095 Date of Expiry / - 11/2027
| Jara npowiBoncTsa o Fonen fo ]
Mfg. License No. / MA number: /
Yipensroscroesnast MNB/05/263 ) o JHI-Ne(064669)-(PT-RU)
Homep PY
nEueHsHA N -
Analysis performed according ND: / Ananns nposegen no H: JINI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuns vreepxiaena: 21.04.2025 B ]
I e , Page 10 of 11/ Crp. 10 w3 11
API name [ Hanmenopauue ADC: Ketorolac tromethamine / Ketoponaka TpoMETaM#H
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSHO01415
Hemep ceprn npomseeanTens AP C:
FP Mapufacturer API Batch nomber /
Homep cepin cyOcTanmEn NPoE3BOARTENS FESAQ0217
T .
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
Hponzsogutens A®C, erpana H-p Pennw'c Jlabopatopuc Jita., Mapua
Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
mantfacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /
HanMeHoBanue, agpec, JHIEHIHA Ay J-p Pennn’c NaGoparopuc Jivy., Brnus, [poussoneTeeHHOS
Hpoussoscrsennan maomanxa / Ilromaxka nonpazgenenne-6, B Kxons, Hanarapx Poyn, Banaw, iuctprkr
‘wonrpons kausecrsa / Ilnomanka eeinycka | Coman, X.I1., 173205, Huaua (nuuensus nomep MNB/05/263) |

Declaration of certification: «l hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is established».

Remarks : The Product confirms to ND/ Conelusion : APPROVED /
Tpunevanne: [Tponyxt coorsercTeyer TpebosanusM HI{ Jarmoueyne: OXOBPEHO
Prepared by / Checked by / Checked by (AQA}/ [|Approved by: Quality Assurance/Authorized person /
TMoarorosneno: Pravesh Hpoeepeno: Pardeep  [Tposepenio (AOK)  {[Onobpero: Obecneuenue kazecTaa/OTBETCTREHHOE
Rana / Rumar Amit Kumar THLIO: ) H
OLW . T e g
N - g VT
4 - ¢
H

Drate / Dare / Date / Puate / X e
Hura: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025  llava: 25 s TO

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
Tel: +91 40 4900 2300, Fax: +91 40 4900 2939, Email: mait@drreddys.com
CiN: LBS195AP1984PLLD04507
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Dr. Reddy's Laboratories Lt
Formufation Unit-6

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
sG] ©3166 56001-02

fes COM

CERTIFICATE OF ANALYSIS
CEPTH®HAKAT AHAJIM3A  ©

i, e

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tipogyvirs Keropos™ Bncnpece (keroponar) TabierTkyu, ancoeprapyessie B moJocTn pra, 10 mr o o
Market / Poinox .:Russia / Pocous I
Batch Nov / Batch Quantity /  36,00,000 tab/
Ceprs N2 VESO%?O Ofvenm copuin " 36,00,000 Tab i
Analytical RepOft No / . 040003237027 Date of Analysis / . 27.12.2025
AnanurEYeckuil oruer Ne J=ra anannza |
Date of Manufacture / . 12/2025 Date of Expiry/ C11/2027
| laTa ApoHIBOACTBA T'onren 2o -
Mifg. License No. / MA number: /
IlpouzBoAcTBeHEAR - MNB/05/263 ’ : JII-Ne(004669)-(PI'-RU)
Homep PY
JRnen3nst Ne o
Analysis performed according ND: / Adaaus npoeexen o HJE: JITI-Ne(004669)-(PT-RU}-190224
PIL version approved: / Mncrpykuus yreepxpena: 21.04.2025 -

Page110f 11/ Crp. 11 3 11
3axnrouerHe 0 COOTBETCTBHH: «HacTOSIINM A MOATBEPXKIA0, UTO NPHUBEIEHHAA BHIUE HEDOPMAITHS ABJISETCH
ROCTOBepHO# M ToyHoH. DTa cepus NPOAYKUKM IpOU3BejeHa (BKIIOYad YNAaKOBKY (MapKHPOBKY) M KOHTpOJb
KayecTBa) Ha BBINECYKa3AHHOH IIPOH3BOJACTBEHHOH IOmMazke (MiOIMAZKax) B TOMHOM COOTBEICTBHH C
tpedopanuamu [lpasun Hagaexamel NpOHSBOICTBEHHON NPaKTHKH Eppasuiicxoro 5SxkOHOMHUECKOT'O COI03d ¥
TpeboRaHHAMH KOHTDOJA K44eCTRa JICKAPCTBEHHBIX CPE/CTB, & TAKXKE B COOTBETCTBHM CO CHEUHMHKANMAMH,
COMEPKAMMHECH B PEIHCTPALMOHHOM JIOCEE CTPaHbl-MMIIOPTEPA. 3aluCH IO NPOH3BOJCTBY, YIIAKOBKE U aHaluzy
IPOBEPEHE], H YCTaHOBAEHO HX COOTBETCTBHE TpebopaduaM llpasmn Hamnexamel DpOM3BOACTBEHHOHR NPAKTHKH
EBpa3uficKoro 3KOHOMHYECKOTO COMO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROGVED /
M pumesanne: [TpodyKT cooTBeTCTRYET Tpefosantmsyv H Zaknwuenne: QAOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Aunthorized person /
Hogroroeneno: Pravesh [iposepenc: Pardesp  jillposepere (AOK):  (j0uo0perna: ObBecneterue xaqecTsa/OTRETCTBEHHOE
Rama /’-7 Kumar Amit Kumar AnG: P B

) SN // ek f /

N o

g c::j/::’” ‘ T R
Date/ Date / Date/ Dale / Y S
Jara: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025 Jata: 28 & A

Registered Office: 8-2-337, Road No. 3, Banjora Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4800 2500, Fax: +31 40 3900 2999, Email: mail@drreddys.com
CIN: LB5195AF1584PLC004507
www.drreddys.com



