Dr. Reddy's Laboratories Ltd
M d ) QP" Formulation Unit-6

i alagarh Road, Baddi,
B =] Jill. Khol, Nalagarh ) :
5 Red y - ’ Dictt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS

CEPTHD®HKAT AHAJIM3A [ #5120106 56001 C7
_ Tl e N — === _ www.direddys.com =
Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoayxr: Keropon® Ixenpece (keroposak) rafaerk, icieprupyembie 8 noxoeru pra, 10mr |
| Market / Prinox :Russia / Poccust el _ . —
Batch No / V2501078 Batch Quantity / . 3600000 tab / |
Cepus Ne ) O6bem cepin " 3600000 Tab
Amnalytical Repourt No / . 040002960481 Date of Analysis / . 21.06.2025
 AHaaHTHUECKNH 0THeT Ne Jara anajinsa |
]r)ate of Manufact.ure/ . 05/2025 Date of Expiry/ . 04/2027
JlaTa npoH3BoAcTBa T'onen ao 3 a
Mfg. License No. /
. MA number: / JIIT-Ne(004669)-(PT-
IIponseogcTrBEHHas : MNB/05/263 | Homep PY RU)

oamumemzua N 0 - l i
according ND: / Anaanz npoge/en no BT JII-Ne(004669)-(PI'-R11)-190224

Analysis performed
Page10of9/Crp.1 M39

MNo |

N | Test / [ToxasaTens Specification / Hopma

Results / PesynbTarsl

1 Description / Onmiacanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyranble MIOCK1e
Tabnerku ¢ hackoi, ceemio-
JESITOrO UBETA C FPaBUPOBKOH

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrasie
nuockue Tabnetkd ¢ ackoil, cBeTno-
JKEJNTOrO LBETA C [PaBHPOBKOH «|» Ha
OJIHOM CTOpOHE.

«l» Ha oHOW cTOpOHE.

2 Identification / HaeHTHOUKALHA

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnekTphl IOTJIOLUIEHHA

Ketorolac / Kemoponax Complies / COOTBETCTBYET

HCMBLITYEMOrO pacTBopa H pacTBopa
crangapTHoro  ofpasua  keTopoJiaka
TpOMeTaMUHA ITOMKHES HMETh

MaKCUMYMBI [IpY OJTHOH W TOM e IuHE
BOJHEI (£ 2 HM).

Conclusion: APPROVED /
Zaxmouenne: OJJOLPEHO
Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauresb
Amit Kumar )
Reprint Date / )
Hara: 21.06.2025

Remarks: The Product conforms to ND/
Tpumeuanse: fpoayxr cootretcrnyet Tpefosanuam HIL
Prepared by / !‘ Checked by /

J

[oaroroeneno: Pravesh Rana Ilporepeno: Ramakant

Reprint Date/
Jlara: 21.06.2025

Reprint Date /
Hara: 21.06.2025

Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.cormni
CIN: L85195AP1984PLCO04507 g

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Flyderabad - 500034, Telangana, India
www.drreddys.com |
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Dr.Reddy’s ‘}’

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Pcad, Baddi,
Distr. Solan, H.P., 173 205, INDIA

CEPTHO®HUKAT AHAJIM3A

Tz PR e A T - SRR Y i he Al
Tel . +9YL 2olbo ovuL-U-

Product : Ketorol Expre_ss (k—eto;olac) Orally Disintegrating Tablets 10 mg

Mpoayxr: Keropon® Jxenpece (keroponax) Taderis, AMCACPrupyembIe B NOIOCTH pra, 10 Mr

Market / Peinok :Russia / Pocenst

Batch No / . | Batch Quantity / ~ 3600000 tab /

Cepusn Ne . & Ob6bem cepuH " 3600000 Tad
Analytical Report No/ . 040002960481 Date of Analysis / . 21.06.2025
AHajgurudecknil oTueT No Hara anann3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Mata nponsBoACTBA ey T'onen 10

Mfg. License No. / ;
HpounssoacrBennas : MNB/05/263 11\1_IIA nurll:;),er./ : RJIH-NQ(004669)-(PF-
nanensus Ne e 0 —

Analysis performed according ND: / AHaaus npose)

won mo HJL: JIT-Ne(004669)-(PT-RU)-190224

No | =

Test / lMoka3aTensb
Ne

Results / PeaynstaTsl

Page20of9/Crp.2 39
Specification / Hopma

Complies / CooTBeTcTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond (o that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems yaepxHUBaHUA
OCHOBHOTO [THKa Ha XpoMmaTtorpaMmme
HCIBITYEMOTO pacTBOpa DOJDKHO
COOTBETCTBOBAThH BPEMEHH YIEPKHUBAHUA
OCHOBHOTO THMKa Ha XpoMarorpamme
pacreopa CTaHOApTHOTO obpasua
KeTopojiaka  TpoMeTamuHa  {pasaen
«KonuyecTBeHHOE ONPEAETIEHHE).

Remarks: The Product conforms to ND/
Mpumeuative: [Ipoaykr cooTeercTRYeT TpeboBanuam H]L

Conclusion: APPROVED /
3axmovenne: OJJOBPEHO

Prepared by / ,
Monrorosneno: Pravesh Rana y

Checked by /
ITporepeno: Ramiakant

oot

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoAUTENb

Amit Kumar " o

Reprint Date /
JHara: 21.06.2025

Reprint Date / !
Hara: 21.06.2025

Reprint Date / v
Iara: 21.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LBS195AP1984PLC004507

www.drieddys.com




) Dr. Reddy's Laboratories Ltd.
g . on 2=
’ ‘. Formulation Unit-6
Dr' Reddy S .. Vill. ithol, Nalagarh Road, Baddi,
} CERTIFICATE OF ANALYSIS Distt. Solan. H.P, 173 205, INDIA
CEPTHOUKAT AHAJIM3A  ™© #5130t 5LuGL0S

[Product : Ketorol _}fxpress (ketorolac) Orally Disinteg}aElETahlets 10 mg
Tipoaykr: Keropoa® Dxcnpece (keToponax) Tabiersn, pcneprupyerble B mosoctn pra, 10 mr S |

Market / Poinox - :Russia / Poccus

Batch No / . . V2501078 Batch Quantity / g 3600000 tab /

Cepus Ne O6nem cepun 3600000 Ta6

i““”““’ R Ry - 040002960481 Date of Analysis /. 57 46 5025
HanHTHYecKHH oTyer No JlaTa anaauza |

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTta npoH3BOACTBA ; Tojen g0 :

Mig. License No. / "

Ilpon3BofcTBEHNAN - MNB/05/263 MA number: / : JIII-Ne(004669)-(PT -

Homep PY RU)
auieHzus Ne

Analysis performed according ND: / Auaaus nposesen no H/I: JITT-Ne(004669)-(PT'-RU)-190224
Page3of9/Crp.3 m39

];.00 Test / [lokazaTens Results / Pe3yanTaTst ~ Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudporcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole
content” section). / BpeMeHa
yIepXHBaHUA IMKOB
2-6yTHITHAPOKCHAHU30J1A H
3-0yTHITUAPOKCHAHKM301a Ha
XpOMATOrPaMMe MCIBITYEMOTO PacTBOpa
JOMAHBl COOTBETCTBOBAaTh  BpPEMEHAM
yaepXUBaHUA MUKOB
2-6yTHArHAPOKCHAHR30A o
3-0yTHNTHIPOKCHAHU30IIA Ha
XPOMAaTOrpaMMe pacTBOpa CTAHAAPTHOTO
ofpasiia 6yTIUIrHAPOKCHaHH301a (pasaen
«Copepxauve
Gy THITHAPOKCHAHU30J12).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Tpumeuanue: [Tponykr cootBetcTBYeT Tpebosarmam HIL 3axmoyenne: O/IOBPEHO

Prepared by / , | Checked by / Approved by: Manager/Executive /

Ioarorosnero: Pravesh Rana Z IpoBepero: Ramakant Ono6peno: Menemxep / Pykosonutens

‘b Amit Kumar ho o ~
_ - o e T
Reprint Date / Reprint Date / Reprint Date/ |
Hata: 21.06.2025 Jara: 21.06.2025 Jata: 21.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drregdys.com




e : Dr. Reddy's Laboratories Ltd.
8 Farmulation Unit-6
Dr. Reddy’s ‘... vill. Khol, Nalagarh Read, Raddi,
) CERTIFICATE OF ANALYSIS Distt: solan, HP, 173 205, INDiA
CEPTUOHKAT AHAJIA3ZA

fel L4921 20168 500l G2
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxenpece (keToposak) rabueris, ANCHeprupyembie B MOA0CTH prd, 10 mr

www.drreddys.com

Market / Poinok :Russia / Poccns

Batch No / . V2501078 Batch Quantity / ; 3600000 tab /

Cepus Ne Ob6bem cepnu 3600000 Tab
Analytical Repourt No/ . 040002960481 Date of Analysis / . 21.06.2025
AvanuTu4eckHii oTuer No i) JlaTa anaaH3a

Date of Manufacture / . 05/2025 - Date of Expiry / C 04/2027
JlaTa npoy3BoacTBA T'open po |
Mfg. License No. / 3 o
IlpouseoacrBeHan : MNB/05/263 e / : JII-N2(004669)-(PT-

Homep PY RU)
Jganenzua No -

Analysis performed according ND: / Ananns nposescn no HJL: JHI-Ne(004669)-(PI'-RU)-190224 e
Page 4 of 9/ Crp. 4 H39

" NNOO Test / [Toka3aTens Results / PesynbTaTh! Specification / Hopma
| 3 Average weight / Cpenuss 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macca . Ot 67,2 mr no 72,8 Mr (70,0 mr £ 4,0 %).
Complies / CooTBETCTBYCT
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OAHOPOAHOCTH MACChI 2/20 tablets - not ‘more than + 20 %. /
18/20 TabneTok — He Gonee *+ 10 %;
2/20 Tabnetox — He Gojee £ 20 %.
4 Disintegration time / 00 min 11 sec / 00 muH 1lcex Not more than 3 min. / He 6Gonee 3 MuH.
PacnaaaemMocThb
5 Dissolution / PacrBopeHite Unit-1/ Tabn-1 102% | Not less than 75% (Q) of
X C15sH13NO3°C4H;11NO3 (ketorolac
Unit-2/ Ta6a-2 95 % tromethiamine) in 15 min. / He menee
Unit-3 / Ta6a-3 95% | 75% Q) CsH1i3NO3°C4H11NO;
N (keTopoNaKa TPOMETAMKH) uepe3 15 MuH.
Unit-4 / Tabn-4 96 %
Unit-5 / Tabn-5 98 %
Unit-6 / Ta6n-6 97 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipsmeyanye: IIpoAyKT COOTBETCTBYET TpeOOBaHHAM HJT Raxaiovenue: ONOBPEHO
Prepared by / .| Checked by / Approved by: Manager/Executive /
[Moxroroeneno: Pravesh Rana v [IposepeHo: Ramakant Onobpeno: Menemxep / PykoBoaurens
' Amit Kumar (.
£ s ‘r'\.“. T
Reprint Date / Reprint Date / Reprint Date / f
Jata: 21.06.2025 Hara: 21.06.2025 Hara: 21.06.2025

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.coni
CIN: L85195AP1984PLCOVASO7
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

yill. Khol, Nalagarh Poad, Baddi,
Distt. Solan, H.P., 173 205, iNDiA

5

CEPTHPUKAT AHAJTHM3A

fei : +S1 383166 50ull-G2

[rr=ildys.com

Product : Ketorol If)aress (ketorolac) Orally Disintegrating Tablets 10 m_g
Hponykr: Keropon® Ixenpece (keToposak) Tabaerk, Auciepriapyemsie B 10.10CTH PTa, 10 mr

Market / Poinok :Russia / Poccus
e S SIS S
Batch No / . V2501078 Batch Quantity / . 3600000 tab /
Cepus Neo ' O6bem cepiti * 3600000 Tab w
Analytical Report No/ . 040002960481 Date of Analysis / . 21.06.2025
AHanuTHYeCKHHA oTHeT No . JaTta ananansa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npoHigoAcTBEA T'onen g0
Mfg. License No. /, i
IIpon3BoACTBENHAS - MNB/05/263 MA number: / p JIII-Ne(004669)-(PT-
Homep PY RU)
annensng Ne :

o HJI: JITI-Na(004669)-(PT-RU)-190224

s Page50f9/Crp.5u39

JAucnepcHoCcTh

1;.:) Test / [lokazaTenap Results / PeayabTaThl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a

7 Impurities / IIpumecn

710 pm sieve is formed. / Obpasyercs
ONHOPOZHAA CYCTEH3us, TIPOXOAS@T
CKBO3b CHTO C pasMepoM OTBEPCTHH
710 MKM.

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Husxe npeaena o6uapyxenus (I10 =

not more than 0.5 %; / uc 6omee 0,5 %;

Coaepxanne BoAbl

1-ruppoxcuaHaior 0.0010 %)
KeTopoJiaKa
1-keto analog of ketorolac / not more than 0.8 %:; / He 6once 0,8 %a;
1-keToaHanor KeTOpoNaKka 0.06%
unidentified impurity / not more than 0.5 %; / ue 6oxnee 0,5 %;
eIUHIIHas 0.02%
HengeHTHd MIMPOBaHHAR
NpHMech
total impurities / 0.1% not more than 1.0 %. / ne Gonee 1,0 %.
cyMMa npHuMecei
8 Water content / 2.3 % Not woie tian 7.0 Y. /

He 6osee 7,0 %.

"Remarks: The Product conforms to ND/

Conclusion: APPROVED /
Bawnouerne: OJOBPEHO

Tpuseuanne: [Tponykr coorsercrayet Tpebosanmam HIT

Prepared by / » | Checked by / Approved by: Manager/Executive /
[oxarorosnedo: Pravesh Rana . / Iposepeno: Ramakant Onobpero: Menepkep / PykoBoautesb
: f r!d Amit Kumar " A
- @“\ / I"\“" -
Reprint Date / Reprint Date / Reprint Date / L
Hata: 21.06.2025 Hata: 21.06.2025 Jlara: 21.06.2025

Registered Office: 8-2-327, Rocd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AR1984PLCO04507
www.drreddys.coni




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

will. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTH®HEAT AHAJIM3A

v ey e e @
igl . 5L Zolou ovvlLd

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Kervopon® Bxenpece (keroposak) Tabaerky, Ancneprupyemuie B no10CTH pra, 10 mr -

Market / Prisok :Russia / Poccna

Batch No / : Batch Quantity / _ 3600000 tab /

Cepun Ne SRS O6nem cepun © 3600000 126 N

Analytical Repo:’t No/ . 040002960481 Date of Analysis / . 21.06.2025

AHaguTHdecknii oTuer No JlaTa aHan3a

]?ate of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jarta npoi3BoacTsa Togen jio

Mfg. License No. / . o

IlponssoocTBEHHAS : MNB/05/263 MA number: / : JILI-Ne(004669)-(PT-
Homep PY RU)

Jinensis Ne

| Analysis performed according ND: / Auanus nposc/iet mo HIL: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Cip. 6 m39

1}00 Test / [lokazaTens Results / PesynasTaThi Specification / Hopma
9 Residual solvents / OcTaTouHBle OpraHiu4ecKne pacTBOpUTeNH
Isopropyl alcohol / 06 pgltab / Not more than 350 pg/tab. /
HzomnponaHan 06 Mxr B TabneTke He 6onee 350 Mkr B TabueTke.

10 | Microbiological purity*/ Mukpo6Honoriyeckas yncrora*

OgHOPOOHOCTL
JO3MPOBAHHBLIX eAHHHL

Total Aerobic Microbial NA not more than 10 CF'U/g; /
Count / of1ge 4ucno He Gonee 10° KOE/r;
a3po6HbIX MIKPO-
OpTaHH3MOB
Total Combined Yeast and NA not more than 10* CFU/g; /
mold count / ob1iee YuCNO e 6onee 10? KOE/r;
IPOXOKEBBIX U [UIECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. / ol
OTCYTCTBME B 1 T.
11 | Uniformity of dosage units / 3.0 Acceptance value (4¥) not more than F

15.0 TTokasaTens npueMneMocTH (A V)
nosmkeH 6uiTh He 6onee 15,0.

Remarks: The Product conforms to ND/

Hpumeuanue: [Iponykr coorsercTayet TpeGosatuam HJT

Conclusion: APPROVED /
Jaxmouenne: QJIOBPEHO

Prepared by /
ITonrotosneno: Pravesh Rana

Checked by /
IMposepeHo: Ramakant

b

Approved by: Manager/Executive /
Ono6pero: Menemkep / PykoBoauTeNb
Amit Kumar . A :

f —

Reprint Date /
Hara: 21.06.2025

Reprint Date /
Jara: 21.06.2025

\

Reprint Date / v

Iara: 21.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLCOD4507

www.drreddys.com




Dr.Reddy’s ‘f’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTHO®UKAT AHAJIMA3A

{101 0E168 SE001-02

wwirnds G ays.com

[Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| Ipoaykr: Keropoa® Ixcnpece (keToposaak) Tabaerku, ucneprapyemele B MOJIOCTH PTA, 100mMr

Market / Prigok -Russia / Pocens o]

Batch No / - V2501078 Batch Quantity / _ 3600000 tab /

Cepus Ne ‘ OfneM cepun * 3600000 Tab |

Analytical Report No / . 040002960481 Date of Analysis / . 21.06.2025

ABannTr49ecKnii 0T9eT Ne Jara anannsa s

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTa npos3BoAcTBa Ionen 10 =

Mifg. License No. / . o

IIponssomcTrBenHas : MNB/05/263 e E AUILRE{LIALD 8-
Homep PY RU)

aunensns Ne

' Analysis performed according ND: / Anan3 mpose/ies no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 7 0f 9/ Crp. 7 n3 9

1
1}:’ ' Test / [lokazaTenb "Results/ PesyasTaThi “Specification /' Hopma
12 | Assay/KoanuyecrseHHoe 9.9mg/9.9 mMr From 90mg to 11.0 mg of
onpeaeseRne (99.1 %) Ci15H13NO3°CsH | 1INOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 M 110
11,0 mr CisH;3NO3+C4H11NO3
{xeToponaka TpomeTamuH) (oT 90,0 nmo
110,0 % oOT 3aABNEHHOr0 KOJNUYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0822 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxxanue 0.0822 Mr B TabneTke He meuee 0,042 mr B TabneTke,
6y THATMIPOKCHAHH30J1a
== — I
14 | Package description/ 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne yNaKoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabierok 8
6nucrepe wn3 (MA/AJUTID ¢
snaronornotutenem/II3BII)
¢onsru // (TI3/AJI) oseru. Tlo
2 6IIHCTEpa BMECTE C JIHCTKOM-
BKJIAIBIILIEM B nauKy
KapTOHHY1O.

2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabrerok B
6nucrepe H3 (TTA/AJUTID c
sraronornoturenem/[19BII) domsru //
(TI3/A) doneru. [o 1 unu 2 6nncrepa
BMECTe C JIHCTKOM-BKJIAJbILUEM B MAYKY
KapTOHHYIO.

Remarks: The Product conforms to ND/

[pumeyanne: [poaykt cooTsercTsyeT TpeGopanuam HIT

Conclusion: APPROVED /
Zakmwyenne: OJOBPEHO

Prepared by / s | Checked by / Approved by: Manager/Executive /
TlonrorosneHo: Pravesh Rana [/ | IIpoeepeso: Ramakant Opobpeno: Menemkep / Pykopoautens
( . Amit Kumar A
Yl / ."!\u T
Reprint Date / Reprint Date/ Reprint Date / {

Hara: 21.06.2025

JHara: 21.06.2025

Tlara: 21.06.2025

Registered Office: 8-2-327, Road No. 3, Ranjard Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOV4507
www.drreddys.com




Dr.Reddy’s “_‘:’.

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 208, iNDiA
CEPTHOHKAT AHAJII3A ~ © “5F 200 0t

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg— B : i
Ipoaykr: Keropoa® Jxcnpece (keTopoaak) TabieTkH, IHCNEPrupycmMeic B MOJOCTH P4, 10 mr _ #l
| Market / Poinox :Russia / Poccus

Batch No / - V2501078 Batch Quantity / 3600000 tab /

Cepns Ne g OfLem cepin * 3600000 126

Analytical Repourt No/ . 040002060481 Date of Analysis / . 21.06.2025
 AHajguTH™ECKHH 0TYET Ne HJaTa anaau3a

Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027

Jara nposizBoACTBA I'ogen go

Mfg. License No. / .

IIpouzBomcTBEHHAR : MNB/05/263 MA pumber: / JINE-Ne(004669)-(PT-

Homep PY RU)
JHuen3ns Ne :
Analysis performed according ND: / AHa/i43 npoBeacH no HJL: JITI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Ctp. 8 m3 9

* Whien the drug product is released, the quality controi for Microbiological Purity is performed-for one batch in
every 20 batches or one batch per year whichever is more.

* [IpK BBIMYCKe JTEKAPCTBEHHOTD NPENapaTa KOHTPO/Ib Ka'YecTBa M0 NOKa3aTenio «Mukpobnonorndeckas
YHCTOTA» NPOBOAMTESA ANA Kaxaoii 20-o0if cepun, HAH 415 OXHOM CEpHH B roj, B 3aBUCHMOCTH OT TOT0, 4TO

HaCTYMMT paHblLue.

| API name / HaumenoBanne ADC:
NN/ MHH:

Ketorolac tromethamine / Ketopozaka TpoMeTamuH
Ketorolac / Ketopo:ak

API manufacturer batch number /
Howmep cepun nponzsoautenst ADC:

ABSH001109

FP Manufacturer API Batch number /
Homep cepuH cyOcTaHIHA IPOU3BOXHTE/IA
'JIP:

API Manufactured by & country /
Tpoussoaurens ADPC, crpana:

FESA00158

Dr. Reddy's Laboratories Ltd., India /
I-p Pepnn'c JlabopaTophe JIrn., Uuous

Name, address, authorization No for- FP
manufacturing site / Control site / Release
site /

HanmenoBaHnue, ajpec, JHICH3HA s
IIpou3BOACTBEHNAN IIOIIAJKA / Ilnomaaka
xouTposis Kauecrsa / Tliomanka spinycxka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Penan’c JlaGoparopuc Jita., Uupusd, [Ipon3BojCTBEHHOS
noppassenenne-6, Bunn. Kxons, Hanarapx Poyn, Banny, JIHcTpUKT
Conan, X.I1.. 173205, Wsaus (uuensns nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks: The Product conforms to ND/ ) Conclusion: APPROVED /
[Npumenanne: Tpoaykt coorsercrayet Tpebosarmam HI 3akawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosnexo: Pravesh Rana /] TMpoBepeHo: Ramakant Ono6peHo: Menemxkep / PykoBoauTess

A Amit Kumar J |8

) Qi [N
Reprint Date / Reprint Date / Reprint Date / t
,I__[a'ra: 21.96.2025 JlaTta: 21.06.2025 Hara: 21.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India

Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507

www drieddys,.com




) Dr. Reddy's Laboratories Ltd.
& : .
t/ = Eormulation Unit-6
Dr' Reddy s ‘ .. . Vill. Khol, Nalagarh Rcad, Baddi,
. J . Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS “
CEPTH®HKAT AHAJIH3A ' : +91 981665600102

Product; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 1
Hpoaywkr: Keropon® Dxenpece (keroponak) TabieTks, AHCHEPrupyemMbie B MOJTOCTH Pra, 10 mr
| Market / Poinoxr :Russia / Poccus ek By |
Batch No / - V2501078 Batch Quantity / . 3600000 tab /
Cepus Ne ' 061em ceput " 3600000 Tab
Analytical Report No / . 040002960481 Date of Analysis / . 91.06.2025
AHajgurn<eckHii oTyer Ne JlaTa aHaJH3a
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara npos3BoACTBA I'open 1o
Mfg. License No. / . o
IlpousBoMCTBEHHAN : MNB/05/263 MA number: / : SN (ONAESR) (T
Homep PY RU)
Junensus Ne ] I
Analysis performed according ND: / Amanus nposesen no H/I: JITI-Ne(004669)-(PI-RU)-190224 R |

Page 9 of 9/Ctp. 9 M3 9
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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3aK/0UeHMe 0 cOOTReTcTBHH: «H1acTOSIMM S HOITBEPHKIAI0, YTO IPHBCACHHAA Bhille HHOOPMAI¥s ABIIIETCA
ZIOCTOBEpHON M TOYHOM. OTa Cepus MPOAYKIMM Ipou3BefeHa (BKIIOYas YIaKOBKY (MapKHpOBKY) M KOHTpOJIb
KauecTBa) Ha BBIIIEYKA3aHHOW NPOM3BOACTBEHHOH IDIOmMAanKe (IUIOWIaJKaX) B JIONHOM COOTBETCTBHH C
TpeboBanusimMu [IpaBHI HamIexaled MPOM3BOACTBEHHON NPAKTHKH EBpa3suiicKoro 3KOHOMHUECKOTO COr03a (No
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 TpeboBaHHAMH KOHTPOJIS KaJeCTBA JIEKAPCTBEHHBIX CPE/ICTB,
a TAaK)Xe B COOTBETCTBHH CO CIEHPHKAIMIMH, COOCPKAIIMMHUCA B PETHCTPAIHOHHOM J0ChE CTPaHbI-MMIIOPTEpA.
3amKcH 110 IPOM3BOICTRY, YIIaKOBKE ¥ aHANK3Y NPOBEPEHEL, H YCTAHOBJICHO KX COOTBETCTBUE tpeGosanusv [ Ipasun
HaIeXallel MPOM3BOICTBEHHOM MPAKTHKH EBpasHiCcKOro SKOHOMHYECKOIO COK3an.

Remarks: The Product-conforms to ND/ Conclusion: APPROVED /

Tpsmsonasme: [IponykT cootseTcTayer Tpeboranuam HI 3axnouenue: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarotosnero: Pravesh Rana ITpoeepeno: Ramakant Onobpeno: Menemxep / PykoBogutens
; Amit Kumar A

Reprint Date / Reprint Date/ Reprint Date/ Y

Hara: 21.06.2025 Jata: 21.06.2025 . JlaTa: 21.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com




