Dr.Reddy’s Q‘:"

CERTIFICATE OF ANALYSIS

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

\ill. Khol, Nalagarh Road, Baddi,
Distt. Solan, §4.F., 173 205, iNDIA

CEPTHO®HKAT AHAJIM3A

Tei: +55. 95185 55
AN [ 2

 Srragays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayxr: Keropon® Dxenpecc (keroponak) Tabierkn, AncieprupyemMsie B OJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne R O6Bem cepHH " 3600000 Tab6

Analytical Repo:‘t No/ . 040002855838 Date of Analysis / . 21.03.2025

AHaTHTHYecKknii oTaeT Ne JMaTa anaau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 022027

Jara npoH3BoACTBA Toaen oo

Mfg. License No. / ) 3

IpoussogcrBenHas : MNB/05/263 WAL TGO : JIT-}e(004669)-(PT-
Homep PY RU)

JHuenzust Ne

Analysis performed according ND: / Anaaun3 nposenes mo HJ: JITI-Ne(004669)-(PT-RU)-190224

No

No Test / IloxazarTenb

Results / PezynsTarthi

~ Pagelof9/Crp. 1 m39

Specification / Hopma ]

1 Description / Onucanue

2 Identification / l/ln(;;"ruqua[;ﬁﬂ

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyruble nnockue
TableTKH ¢ packo¥, CBETIIO-
XEINTOr0 [BETA C IPaBHPOBKOH
«l» Ha onHOM cTOpoHE.

Light yellow round flat beveled tablets
with "|* debossed on one side. / Kpyrneie
mnockve Tabmetkm ¢ ¢dacko#, cBeTIO-
AEJITOrO0 LIBeTa C TpaBUpOBKOH «I» Ha
0AHO} cTOpORE.

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTphl MNOMJIOLIEHHAS
MCILITYEMOTO pacTBOpa M pacTeopa
craHmapTHore  ofpasua  keroponaka
TPOMETAMWHA NOJKHB! HMETh
MAKCHMMYMBI [IpH OJHOH M TOM Xke JUTHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

Tlpumeyatue: [IponykT cooTseTcTRyeT Tpebopannam HII

Conclusion ;: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TloxrorosieHo: Rama Rant TIposepeno: Santosh Kumar | OuuOpenu. Menewsep / Pyrosonntens
@.\ﬁ Maurya @Y Amit Kumar = L": g
e 2 Seatll
Reprint Date / ' Reprint Date / Reprint Date / :
Hara: 21.03.2025 JHata: 21.03.2025 Hara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, 3anjara Hills, Hvderabad - 500034, Teiangana, Inciss
Tel: +91 40 4900 2909, Fax: +91 40 4200 2999, Email: maii@drreddys.coim

IN: LBEIUSAP 1984 PLCONAS0T

WL dnt eddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJTHU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93165 36001-02

e

AU ritredays

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayxr: Keropoa® Ikenpece (keroponak) Tabierks, AucneprapyemMsic B oJI0CTH P4, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / _ 3600000 tab /

Cepusi Ne - Y20 O6BeM cepul " 3600000 Tab

Analytical Report No / . 040002855838 Date of Analysis / . 21.03.2025

AHannru4ecknii oraer Ne NarTa anaymsa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Hata mpos3BojCTBA Togen o

Mfg. License No. / _ - g

Ilpon3BoacTBeHHan : MNB/05/263 WA TG . JIII-Ne(004669)-(PT-
Homep PY RU)

JHUeH3Ha No

Analysis perfornmed according ND:

/ Anasaus nposegen mo HII: JITI-Ne(004669)-(PT-RU)-190224

~ Page2of9/Crp.2 139

No

Ne Test / ITokazaTenb

Results / PesynabTaTsl

Specification / Hopma

Complies / CooreTcTRYET

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). / Bpems ynep>xuBaHKHA
OCHOBHOrO TIHK4 Ha XpoMarorpamme
HCIBITYEMOTO pacTBopa JAOJIKHO
COOTBETCTBOBATH BPEMEHH YIEPKHBAHUS
OCHOBHOTO MMKA Ha XpOMaTorpamMMe
pacTBopa CTaHAAPTHOTO obpa3ua
KeToponaka  TpoMeTamuna  (paszgen
«KonuuecTBEHHOE ONPENENICHHED).

Remarks : The Product conforms to

Ipumeuanne: [Ipoaykr cooreercTByeT Tpebopasuam HJT

ND/

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Jara: 21.03.2025

Jlata: 21.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Tonrorosneno: Rama kant ITposepeHo: Santosh Kumar | Onofpeno: Menemkep / PykoBogutens
. Maurya @\ Amit Kumar N L.
B /. e
Reprint Date / Reprint Date / Reprint Date / y

Hara: 21.03.2025

Registered Office: $-2-337, Road Ne. 3, Banjara Hil's, Hyderabad - 500034, Teiangana, India
Tel: 491 40 1900 2900, Fax: +91 40 4900 2999, Email. maii@drreddys.com
CIN: L85195APLS84APLCN0ASO7
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

iailon

dv's Laporatorias iy

Thi

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

TMpoayxr: Keropoa” Drenpece (keTopoaax) rabierku, AHCHEPrHpYeMbIe B NOJOCTH pra, 10 mr

Market / Prinox

:Russia / Poccus

Batch No / J Batch Quantity / 3600000 tab /

Cepusn Ne U R O6Bem cepun " 3600000 Tab
Analyncgl Repoj't No/ . 040002855838 Date of Analysis / . 21.03.2025

AHanuTi YeckH# orueT No JlaTa aHaJIM3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
_ara npou3BoacTBa 5 Tonen g0

Mfg. License No. /

IIponzsoacrBenHas : MNB/05/263 AL ROl o : JIIG(004669)2 (BT

Homep PY RU)
JIHueH3HA No

Analysis performed according ND: / Anaans nposeien mo HII: JITI-Ne(004669)-(PT-RU)-190224

Page30f9/Cip.3m39

l;%o Test / [lokazarens Results / Pesynbratnl Specification / Hopma
Butylhydroxyanisole / Complies / CooTReTCTBYET The retention times of 2-
bymunzudpokcuarnuson 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). / BpeMena
YOCPXHBAHAS _ MUKOB
2-6yTHIrMAPOKCHAHU30IA H
3-6yTUNTMAPOKCHAHN30T1a Ha

XpOMaTorpaMMe HCNBITYEMOro pacTBopa

JIONMXHBT  COOTBETCTBOBaTh BpEMeHaM
YIEPHHRAHUSA TIHKOB
2-6YTHNTUIPOKCHAHN30/1A H
3-GyTWIrHIpOKCHaHH30Na Ha

XpOMaTorpaMMe pacTBOpa CTaHIAPTHOTO
obpasua 6yTHATHApPOKCHaHK3012 (pa3aen
«Conepxanune
OyTUNTHAPOKCHAHH3ONAY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanue: Ilponyxr cooteetcTByeT Tpeborannam HJL 3axmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Managet/Executive /
Tloarorosneno: Rama kant [Tpogepero: Santosh Kumar Ono6peno: Menemxep / Pykosoaurens
W : Maurya K Amit Kumar NS L
=il == P
Reprint Date / T Reprint Date / Reprint Date / .
MHara: 21.03.2025 JlaTta: 21.03.2025 Jara: 21.03.2025
Registered Qffice: 8-2-337, Road No, 3, Banjars Hills, Hyderabiad - 569034, Tetangans, lodia
Tol: 431 40 4900 2960, Fax: +92 40 1900 2999, Epail: maiiddrieddys.com

CiN: L85 L1OBAPIY

WA, LT @duyE.c0mn
1
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Jxcrpece (keToposak) TaGaeTKH, AHCIIEPrHPYEMBIC B NOJIOCTH PTa, 10 mr

Market / PriHok :Russia / Poccus

Batch Ne / . Batch Quantity / . 3600000 tab /

Cepus Ne A O61eM cepiu " 3600000 Tab

Analytical Repourt No/ . 040002855838 Date of Analysis / . 21.03.2025

ARaanTHYecKH#A oTueT Ne JlaTa ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jara nponzsojcTBa Togen no R _

Mfg, License No. / N o

TIpon3BogcTBenHan : MNB/05/263 MA M DT : JIIENe(004669)- (BT -
Homep PY RU)

auuen3ns No

Analysis performed according ND: / Anasns nposeaen no HJU: JII-Ne(004669)-(PT-RU)-190224

Paged4of 9/ Crp. 4139

1}00 Test / [Tokasarennb Results / PesyabTars! Specification / Hopma
3 Average weight / Cpeansis 69.0 mg / 69.0 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
mMacea . Ot 67,2 Mr no 72,8 Mr (70,0 Mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OnHopoaHoCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Ttabneroxk — He Gomee = 10 %;
2/20 Tabnerox — He Gonee * 20 %.
4 Disintegration time / 00 min 21 sec/ 00 Muu 21 cex Not more than 3 min. / He 6onee 3 mun.
PacnapaemocTts
5 Dissolution / PacTBopenne Unit-1 / Ta6n-1 102 % Not less thanh 75% (Q) of
. CisH(3NO3*C4H1NO3 (ketorolac
Dl elsh 2 101% tromethamine) in 15 min. / He Menee
Unit-3 / Ta61-3 101% | 75%  (Q)  CisHisNOs*CsHNO;s
) (keToponiaka TPOMETaMHH) uepe3 15 MuH.
Unit-4 / Tabn4 100 %
Unit-5 / Tabn-5 102 %
Unit-6 / Ta6n-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumetanne: TIpoaykT cooTBeTcTBYeT Tpebosanuam HIQ 3akmiouenne: OMOBPEHO
Prepared hy / Checked hy / Approved by: Manager/Executive /
Tloaroroenero: Ramg kant I[Tposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoxutens
‘g Maurya Amit Kumar (\ A
Tp— l| = "/.
Reprint Date / ! Reprint Date / Reprint Date / I
Hara: 21.03.2025 Hara: 21.03.2025 Iara: 21.03.2025

negistered Ofiice: 3-2-337, Road Me. 3, Ba

Tol: 9]

o Hills, Aydorabacd -
1000 2
PIOGAPLCNDI507

Leoum

aqa, Email mal

30 1890 2009, Fax
CIN: L85

WAL

550034, Telangana, india
@ dereddys.com




Dr.Reddy’s “!‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTA3ZA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Keropon® Drenpecc (kxeToposiak) TabeTkn, ANCOCPIHPYEMBIC B MOJIOCTH PT4, 10 mr |

Market / Puiniok

:Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne VBRI O6bem cepHi " 3600000 Tab

Analytical Repo!'t No/ . 040002855838 Date of Analysis / . 21.03.2025

Ananurudecknit oruer Ne Jata anajan3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa mpoH3BOACTBA | Yonen o 1 o

Mfg. License No./ . .

IMponsBoacTBEHHAR : MNB/05/263 BALAL Lo D3 : JANIENE(R04G6I)(ERS
Homep PY RU)

JIHUeH3ns Ne

Analysis performed according ND: / Anann3 nposejen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page Sof 9/ Crp.5u3 9

JucnepcaocTb

ﬁ.? Test / [MoxazaTenb Results / PesaynbTaTnl Specification / Hopma
6 Particle size distribution / Complies / CooTsercTyeT A uniform suspension passing through a

710 um sieve is formed. / O6paayercs
OJHOpOHast CYCMEH3Hs, NPOXORsAman
CKBO3b CMTO C pa3MepoM OTBEPCTHH
710 MKM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruppoxcHaHanor
xeToposnaka

1-keto analog of ketorolac /
1-KeT0aHAIOT KeTOpOnaKa

unidentified impurity /
eAMHHYHAs
HEMACHTH(UUHPOBAaHRAsA
pUMECH

Below LOQ (LOQ = 0.0032 %)
/ Huxe npenena
KOJIIYECTBEHHOIO ONPEACIIEHNA
(TTKO = 0.0032 %)

not more than 0.5 %; / ne 6onee 0,5 %;

0.03%

not more than 0.8 %; / ue 6onee 0,8 %;

0.02%

not more than 0.5 %;-/ He bonee U,5 %,

total impurities /
cyMMa npumMecei

0.1%

not more than 1.0 %. / e Gonee 1,0 %.

8 Water content /
CoaepxanHe BOAbI

22%

Not more than 7.0 %. /
He 6onee 7,0 %.

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

Npumeuanwve: [TpoaykT cooTsercTBYeT Tpebosannsm HIL 3axmouenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Execulive /

Tloprorosineno: R kant IIposepeno: Santosh Kumar | Onobpero: Menemkep / PykoBonuteib

- r 2

m@ﬁ’ UJ} Maurya j,___ Amit Kuma j\(/L

Reprint Date / ! Reprint Date / Reprint Date / ‘

Jara: 21.03.2025 Jara: 21.03.2025 Jlata: 21.03.2025

Registered Oftice: $-2-337, Road No. 3, Banizma Hills, Hyderabad - 505034, Telangana, india

Tof: 491 40 4500 2900, Fax: +91 40 4600 24999, Email: mil@drieddys.com

CIN: LSS 185 APLOSIFLCODE507

WWALARTE LU, .S




Dr. Reddy’s’ ":'

CERTIFICATE OF ANALYSIS

[Or. Readv's Lagoratories L.,
Formuia :
i), s

CEPTHOHKAT AHAJTAU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaysr: Keropoa® Sxenpece (keToposak) TabierkH, ARCHeprapyeMble B N010CTH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepust Ne == O6nem cepHH " 3600000 Tab
Analytical Repo:’t No/ . 040002855838 Date of Analysis / . 21.03.2025
AHanuTrYecKHii oT4yeT Ne Jata anaimsa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jara nponsgogeTsa N T'ogen mo o S "eb e 7
Mfg. License No. /

: ] MA number: / . JITI-N2(004669)-(PT -
IIponsBoacTBeHHAS : MNB/05/263 Homep PY " RU)

JiHuen3us Ne

Analysis performed according ND: / Anasna nposenen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 60f 9/ Crip. 6 m39

m’ Test / [TokasaTenn Results / PesyanTaThbt Speciﬁcatidn / Hopma
9 Residual solvents / OcTaTouyHble OPraHi4Y€ecKHE PACTBOPNTENH
Isopropyl alcobol / 14 pg/tab / Not more than 350 pg/tab. /
H3onponaHon 14 mxr B Tabnerke He 6onee 350 mkr B TabaeTke.

10 | l_\’licrobiological purity*/ Muxpo6ronornyeckas yncrora*

Total Aerobic Microbial
Count / obiuee gpcno

not more than 10* CFU/g; /
ue Gonee 10° KOE/r;

OnHopoaHOCTH
N03NPOBAHHBIX €AHHHMU

NA
23pOGHRIX MUKPO-
OpraHH3MoB
Total Combined Yeast and not more than 10*> CFU/g; /
mold count / o61uee Um0 NA fe Gonee 10> KOE/r;
JpOXOKEBBIX U TUIECHEBBIX
TpUOOB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBYE B 1 .
11 Uniformity of dosage units / 6.4 Acceptance value (4V) not more than

15.0 Ioxasarens npHeMiaeMocTH (4V)
nomkeH 6biTh He Gotee 15,0,

Remarks : The Product conforms to ND/

[Ipumeuanne: ITpogykT cooTBeTcTBYeT Tpeborannam HIT

Conclusion : APPROVED /
Zaknouenue: OJJOBPEHO

Ticpared by / Choelked by /

[Moaroroeineno; Rama kant

ut

Maurya

IlpoBepeno: Santosh Kumar

&

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBommTens
Amit Kumar - =
e
1

1]

Reprint Date /
Hara: 21.03.2025

Reprint Date /
Hara: 21.03.2025

Reprint Date /
Hara: 21.03.2025

hemistered Office: $-2-337, Read Ne. 3, Banlaia Hills, Hycarabad - SC5G34, Teian

gana, Indiy

Tel: 493 40 4950 2969, Fax: 491 40 4800 2999, Email maii@dredays com
CIM: LES 195 AP 1553PLCUD4S507
WA TR 3.0




De
Dr.Reddy’s Q;.'

i_Pro?lu_ct_: Ketorol Express (ketorolac) Orally Disintegra_ti_ng_Tilblets 10 mg
HMponyxr: Keropoa® Ixcnpece (keToposak) TaGaeTks, ANCHepripyembie B MOJI0CTH pra, 10 mr

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJI3A

Market / Prinox :Russia / Poccus T —

Batch No / i Batch Quantity / 3600000 tab/

Cepun Ne_ | VO O6BbeM cepHi " 3600000 Tab

Analytical Repo:’t No/ . 040002855838 Date of Analysis / . 91.03.2025

Auanurndecknii oTyer Ne Jlata ananuia

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

Iata nponspogcrsa Cogenmno s

Mfg. License No. / : . -

HpounspoacrBenHas : MNB/05/263 MA pumber: / QRILICREN0365 DI
Homep PY RU)

JHIen3ng Ne

 Analysis performed according ND: / Anaaus nposeaen mo HJL: JIII-N2(004669)-(PI'-RU)-190224 |
Page7of9/Cip. 7m39

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Ttabmetok B
onucrepe n3 (ITA/AJ/IID ¢
pnaronornorutenrem/II13BIT)
doneru // (I13/AJT) donsry. TTo
2 GnucTepa BMECTe C JIMCTKOM-
BRIAAKILIEM B navky
KapTOHHYIO.

I}g Test / MokasaTens Results / PesyabTaThl Specification / Hopma
12 | Assay/ KoawuecrsenHoe 9.7mg/9.7 Mr From 9.0mg to 11.0 mg of
onpegesieHne (97.0 %) CjsH3NO3-C4H | NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / O1-9,0 Mr no
11,0 Mr C1sH;3NO3°CsH ;1 NO;3
(xeToponaka TpomeTamuH) (o1 90,0 mo
110,0 % oT 3a4BJICHBOrO KOJIMYECTBA) B
Tabnerke.
13 | Butylhydroxyanisole 0.0946 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanne 0.0946 mr B TabneTre He menee 0,042 mr B TabneTke,
6y THJArHAPOKCHAHM30J1A
14 | Package description / 10 tablets in a Dlister of | 10 tablets in a blister of (PA/AL/PE with
Onincanne yRaKoBKY (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or |

2 blisters with patient information leaflet
in a carfon pack. / [lo 10 Tabnerok B
6nucrepe w3z (ITA/AJVTID c
gnaronornotuTenem/[13BIT)  ¢onuru //
(IT3/AJ) ¢onsru. ITo 1 1 2 G6ancrepa
BMECTE ¢ JIHCTKOM-BKJIAABIIIEM B TIa¥Ky
KapTOHHYIO.

|

95IPLCLG507

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuatue: ITpoaykT cootBeTcTBYET Tpebosanmam HIT ’ S3axarouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Exccutive /
IToarorosneHo: Rama kan Ilposepeno: Santosh Kumar | Opo6peHo: Mexemxep / Pykosoautesnb
&A Maurya (47 Amit Kumar -

Reprint Date / J Reprint Date / Reprint Date / '
Jara: 21.03.2025 Hara: 21.03.2025 JlaTa: 21.03.2025

wra Hills, Rvderabid - S00034, Teinigana, Inein

v 2999, Email: mall@ drreddys, com




Dr. Reddy's Laboratories Ltd,

@
D dd ’ e® Formulation Unit-6
r. Re y S ‘.. Vit khal, Nalagarh Road, Baddl,

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTHA3A
Product : Ketorol Expr_es_s (k&o—ro_lac) Olrlly Disintegrating Tablets 10 mg i
Hpoayxr: Keropoa® Dxenpece (keroposiak) Tabaerks, ARCHEPrHpyeMble B M0JOCTH pTa, 10 mr
Market / Prinok :Russia / Poccus : = 3
Batch No / _ Batch Quantity / _ 3600000 tab /
Cepus Ne AR ObnLem cepun ' 3600000 Ta6
Analytical Repo‘f't No/ . 040002855838 Date of Analysis / . 21.03.2025
ARanurueckHii oTuer No Jara ananuia
Date of Manufacture / - 03/2025 . Date of Expiry / . 02/2027
Jarta nponzBoacTRa I'ogen a0
Mfg. License No. /
IIpon3BoAcTBEHHAN : MNB/05/263 M mamber: / pllL R (0A56O) (BT~

Homep PY RU)

Juuenzna Ne

Analysis performed according ND: / Anaans nposeaen mo H/I: JII-Ne(004669)-(PI'-RU)-190224
Page80of9/Crp. 8 n3 9

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

every 20 batches or one batch per year whichever is more.
* [Tpu BEIMyCKe NEKAPCTBEHHOr0 NPENapaTa KOHTPO/Ib KaYecTBa M0 NoKalaTe o «MukpobuoiornuecKan

YUCTOTAY» NPOBOAMTCS TR KAXKA0i 20-0if cepuH, MM JJIsi ORHOI CEPHH B FO/1, B 3aBHCUMOCTH.OT TOTO, YTO
HACTYIIMT paHbLIE,

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

API name / HaumenoBanue ADC:
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number / ABRHE008105

Homep cepun nponssoautens A®C:

FP Manufacturer API Batch number /
Homep cepuu cyOGcTaHnHM NPOH3BOAUTEA
TJI®:

API Manufactured by & country /
Hpoussoautens APC, cTpana:

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

HaumenoBanue, anpec, THICH3US JJIS
ITIponseoncTBennas niaomanka / Ilnomanka
KOHTPOJIA KavecTsa / Ilnomanka Bhinycka

FERAOQ0559

Dr. Reddy's Laboratories Ltd., India /
J-p Penmu'c JlaGopatopwuc Jlra., Uanus
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
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noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bannu, luctpukt

Conan, X.IL., 173205, Unnus (muensus Homep MNB/05/263)

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

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

Ipumeuanue: [Iponykr cooreercTByeT TpeboBanmam HJJ 3axmogenue: OJOBPEHO

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

ToarotosneHo: Rama L;:;‘, Iposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoauresns
Maurya (/ Amnit Kumar I

Reprint Date / ; Reprint Date / Reprint Date / \

Hata: 21.03.2025 Hara: 21.03.2025 Jata: 21.03.2025
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Dr. Reddv's Laporatories Ltd,

@ o sor
Dr. REddY’S '.O. Formuleition Unit-6

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A Nl
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg D
Mponykr: Keropon® Ixenpece (keroposak) Tabierks, AHCHeprupyevbie B NOJXOCTH pTa, 10 mr
Market / Prisiok :Russia / Poccus
Batch No / i . Batch Quantity / ~ 3600000 tab /
Cepus Ne gy 220010 O6BeM cepHH * 3600000 Tab
Analytical Repo:'t No/ . 040002855838 Date of Analysis / . 91.03.2025
AdanuTHyecknii oTuer Ne JaTa ananuza
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jdara npoH3BoAcTBA Iopes jio
Mifpg. License No. / . o
IpounseoacrBeHnas : MNB/05/263 M A number: / : JII-Ne(004669)-(PT-
Homep PY RU)
nHuensHs Ne
| Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(PI-RU)-190224
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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».

3aKIi0uente 0 CoOTBeTcTBHM: «HacTosMMM s TIOATBEPAIAIO, YTO NPHBEAECHHA BhIIE HHPOPMALIHS SBISETCS
JOCTOBEpHOH H TOYHOM. DTa cepus NPORYKIHMH NPOM3BENEHA (BKIOYas YNaKOBKY (MapK¥pOBKY) M KOHTpOJIb
Ka4ecTBa) HA BBINIEYKa3aHHOM IPOM3BOJACTBEHHOH Imomranke (IUIOIMAZKaX) B IOJHOM COOTBETCTBHM C
Tpe6GoBanuaMEA [IpaBu HalNexallell IPOH3BOICTBEHHON npakTukn EBpasmiickoro SKOHOMHHECKOTO coto3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTa6ps 2022) 1 TpeGOBaHMsAMH KOHTPOJIA KauyecTBa IEKAPCTBEHHBIX CPEACTB,
a TAIOKE B COOTBETCTBHH CO CIeNHHKAIUIMH, CONEPKAINMMHCSA B PETHCTPA{MOHHOM [I0ChE CTPaHBI-HMIIOPTEPA.
3ampcH 1o HPOH3BOZICTBY, YIIAKOBKE K aHATIH3Y [IPOBEPEHBI, H YCTAHOBIEHO MX COOTBETCTBAE TPEOOBAHIAM IIpaBun
HayIeXallel MPOX3BOICTBCHHOM ITPAKTHKY EBpasHiiCKOro 3KOHOMHIIECKOTO COI03a».

Remarks : The Product conforms to ND/ -Conclusion : APPROVED /
INpumeyanne: Mponykr coorsercrsyet TpeGopanuam HJT 3axmouenne: OJOBPEHO
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