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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories L.

rormula L

CEPTHOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyrr: Keropoa® Ixenpece (keroponax) tabierkn, gucneprupyempie B moaocti pra, 10 mr

‘Market / Poinok :Russia / Poccus o Sl
Batch No / . V2500170 Batch Quantity / _ 3600000 tab /

Cepus Ne \ Obsem cepiti " 3600000 a6
Analytical Repovrf No / ] - 040002807985 Date of Analysis / . 07.02.2025
AnanuTrueckuii oTuer Ne Jara ananuza
Da't‘e of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npon3sojicTea Tonen 10
Mfg. License No. /

TlpoussogcTBEHHAS . MNB/05/263 II\_:A nur;n];fer. 4 ; i{III-Ne(004669)-(P1"—
Jnnenznn Ne omep 2

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

~ Pagelof9/Crp.1n39

tablets with "|" debossed on one
side. / Kpyrisie nnockue
TabNeTku ¢ hackoi, CBETIO-
KENTOTO LIBeTa C rPaBUPOBKOH
«l» Ha OOHOM CTOpOHE.

i,:’ Test / [TokasaTeasb Results / PesyisTaThl Specification / Hopma
1 Description / Onucanne Light yeltow round flat beveled Light yellow round flat beveled tablets |

with "[" debossed on one side. / Kpyrnbie
nnockue Tabnerku ¢ (ackod, ceeTno-
KENTOro LBeTa C IpaBUPOBKOH «I» Ha
OZIHOI1 CTOpPOHE.

2 | Identification / l/lnéﬂ;{lqm;c;un_ﬁ

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
( 2nm). / Vd-coekTps! NOTNOLUCHUA
WCTBITYEMOTO pacTeopa M pacTeopa
cTangapTHore  obpasiia  KeTopoiaka
TpoMETaMMHa DOMKHBI HMETH
MaKCHMYMBbI IIpH OAHON W TOI ke LTHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeyanue: ITponykT coorseTcTRYeT Tpeboannam HIL

Conclusion : APPROVED /
Bakmiouenine: OJIOBPEHO

Prepared by /

IToarorosnedo: Rama kant
Mﬂ}

Checked by /
Iporepeno: Pardeep Kumar

Approved by: Manager/Execulive /
Onobpeno: Menemxep / Py
Pavan Kumar Sharma

OJIHTEITh

e
:;'///-
,
Lo

Reprint Date / A
Hata; 07.02.2025

Reprint Date /
Hara: 07.02.2025

Reprint Date /
HaTta: 07.02.2025

Registered Qffice: 8-2.237, Road No. 3, Banjara Hille, Hyderabad - 500034, Telangana, India
Tal; +91 40 1900 2900, Fax: +91 40 4900 2999, Email: maii@ direddys coin

CIN: L85 195AP1984PLCOC4507

wivw.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Lid,
Farmulation Unit-o

viil, khof, Nalagarh Road, Baddi,
1205, INDIsa

Satan, 1P,

CEPTHPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|Mpoayicr: Keropoa® xcnpece (keToposiak) TabeTku, AHCneprupyemMbie B N010CTH pTa, 10 Mr

Market / Poiiok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne Ak i O6bem cepun " 3600000 Ta6

Analytical Repovrt No/ . 040002807985 Date of Analysis / . 07.02.2025

Anagutudecknii oraet Ne JlaTa ananu3za

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npou3BoACTBA Toxen o

Mifg. License No. / o

IIpouseoacTBeHnas : MNB/05/263 II\;A nur}t:;er. / : IJ:HU)- B LR =08 T
_JHnen3na Ne omep

Analysis performed according ND: / Ananuz mposeaen no HI: JITI-N2(004669)-(PI-RU)-190224

Page2 of 9/Crp.2u3 9

No

Test / ITokazaTenn
Ne

Results / Pe3yanTaThbl

Specification / Hopma

Complies / CooTsercTRYeT

The retention time of the main peak on the
chromatogram of test solution should
correspond 1o that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems ynepxuBanus
OCHOBHOI'O NHMKA Ha XpoMarorpamMme
HCTILITYEMOTO pacTBopa OOJKHO
COOTBETCTBOBATh BDEMEHU YACPKHUBaHUA
OCHOBHOTO [MKA Ha XpoMaTorpamme
pacTBOpa CTaHZAPTHOIO oGpasia
KeTopoJiaka  TpomeTaMMHa  (pasaes

«KonndecTBeHHOE OTIPEEIEHHED).

Remarks : The Product conforms to ND/

ITpumeuane: [Tponykr coorsercrayer TpebosanuaM HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Nearoroeneno: Rama kant Ipoeepero: Pardeep Kumar | Opobpeno: Menemkep / Pykosoanrens
&X/' ci/‘ Pavan Kumar Sharma J‘,_,.}-:—*/..«—
{ l y & : \ =
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 07.02.2025 Jara: 07.02.2025 MHara: 07.02.2025

d No, 0 8

3, Telongarna, indie

e




Dr. Reddy's Laboratories Lid.
Formulaiion Unit-6

. @
Dr. Reddy s ‘_.. - Vil Khol, Malagarh Road, Badd,

—_ —

CERTIFICATE OF ANALYSIS el
CEPTHO®HKEAT AHAJTH3A easdiiadi
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i
\Mpoyser: Keropea® Dxcenpece (keToposak) Ta6aeTku, AMHCneprupyemMble B IOI0CTH pTa, 10 Mr
| Market / Peinox :Russia / Poccus M =
Bateh No / - V2500170 Batch Quantity / _ 3600000 tab /
Cepusa Ne ' O61em cepun " 3600000 Tab
inalyucal RepOft No/ - 040002807985 Date of Analysis / . 07.02.2025
HanuTHYecKHi oTuer Ne g JlaTa ananu3a : .
Datf of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npoussoacTea Toneu no
Mfg. License No. / .
IIpon3soacTeeHHasn : MNB/05/263 LAl HlbE ¢ A IERE(HA ) -
° Homep PY RU)
Januenzuas Ne —
Analysis performed according ND: / Awanuz nposegen no HI: JITI-Ne(004669)-(PY'-RU)-190224 _l
Page3 of 9/Crp. 3 39
:.f Test / TloxazaTens Results / Pesynbrats Specification / Hopma
Butylhydroxyanisole / Complies / CoorBeTcTBYET The retention  -times gt 2
Bymunzuopoxcuanuszon 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
yAepKHBaHUA TIHKOB
2-6yTWITHAPOKCHAHU30M2 "
3-6yTHArHApOKCHAHH3ONA Ha
XpPOMATOrpaMMe HCOBITYEMOTO PacTROpa
DOIDKHBI  COOTBETCTBOBAThH  BpEMEHaM
YAepP)KUBaHHA [HKOB
2-6YTHAMAPOKCHAH U301 2
3-6yTUITHAPOKCHAHHU3ONA Ha
XpOMAaTOrpaMMe PacTBOpa CTaHNAPTHOI'O
obpazua 6yrunruapokcHannsona (pasnen
«Copeprxxaune
OYTHATMAPOKCHAHKU30JIA»).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IpogykT cootBeTcTBYET TpeOoBausm HII 3akawuenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToproropnexo: Ramz kant t [IpoBepeno: Pardeep Kumar | Omo6peno: Menemxep / Py'l:lB}SOﬂFI'T-‘eﬂh

Pavan Kumar Sharma —

)

Reprint Date / Reprint Date / Reprint Date /
Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Ixenpece (keroposiak) TabaeTKH, Aicneprupyembie B N0oa0cTH pra, 10 mr

Market / PoinoK :Russia / Poccust

Batch No / g Batch Quantity / ~ 3600000 tab /

Cepusa Ne R O6BLem cepitn * 3600000 tad

Analytical Report No / - 040002807985 Date of Analysis / . 07.02.2025

ABamnTayecKHi 0TUeT N2 JlaTa anannsa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

Jarta mpoH3BOACTBA T'ogen o

Mfg. License No. / : o

ITponsBoacTEEHHAR : MNB/05/263 MA number: / : JIII-Na(004669)-(PT -

Homep PY RU)

Jmanensus Ne

Analysis performed according ND: / Anannz nposegen no HI: JITI-Ne(004669)-(PT-RU)-190224

—

Page4 of 9/ Crp. 413 9

No - .
N | _Iﬂ_/_ I[oxayiem,
3 Average weight / Cpeansis
mMacca
Uniformity of weight /

OaHopoOaAHOCTL MACChI

Results / PesyasTaTsi

69.8 mg / 69.8 mr

Complies / CooTBeTCTBYET

Specification / Hopma

"67.2mg to 72.8 mg (70.0 mg = 4.0 %). / |
Ot 67,2 mr go 72,8 mr (70,0 Mr £ 4,0 %).

18/20 tablets - not more than £ 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oonee = 10 %;
2/20 Tabnetox — ne Gonee £ 20 %.

4 Disintegration time /
Pacnapaemoctn

00 min 32sec / 00 muH 32 cek

Not more than 3 min. / He Goree 3 Mun.

ITpumeuanue: Ilpoaykt cooreTcTBYeT TpeboBanmam HJI

5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CisH13NO3*C4H (NO; (ketorolac
Unit-2 / Tabn-2 L0 75 tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 101% | 75% (Q  CisHiNO;CHiNOs
o (keTopoOnaKa TPOMETaMHH) 4epe3 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zaxmouenne: OJOBPEHO

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

IToaroToeneHo: Rama kantuj‘ Hposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykpsonurens
{ ' i Pavan Kumar Sharma e

Reprint Date / A Reprint Date / Reprint Date /

Hara: 07.02.2025 Jara: 07.02.2025 Hata: 07.02.2025




Dr.Reddy’s ‘f"

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIU3A

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

Hponykr: Keropoa™ Jkcnpece (keToponak) TabsieTk, Ancnepriupyembie B HoJ10cTH pra, 10 mr

Market / Poisiok :Russia / Poccua

Batch No / ) Batch Quantity / 3600000 tab /

Cepuu Ne y V2300170 O0nem cepHH " 3600000 Tab

Analytical Repo:‘t No/ - 040002807985 Date of Analysis / . 07.02.2025

Ananntiyecknii oruer Ne Jlara anaausa

Date of Manufacture / . 01/2025 D‘ate of Expiry / . 12/2026

Jara nponssoAcTBa Tonen go =

Mfg. License No. / . e .

IIponseoacreenHas : MNB/05/263 b b By : JALINS(004659)-(RL S
Homep PY RU)

JHIEeH3na Ne

Analysis performed according ND: / Ananuz nposexen mo HJI: JIIT-Ne(004669)-(PI-RU)-190224

Page50of 9/ Cip. 53 9

1}:’ Test / Mokazarenn Results / PezynnrarTos Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHocTs 710 pm sieve is formed. / O6pasyercs
ORHOpOAHAs CYCMeH3Hs, Ipoxoasiias
CKBO3b CHMTO C pa3MepoM OTBEPCTHIH
710 MKM.
7 Impurities / Hpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / ve Gonee 0,5 %;
ketorolac: / Huske npegeni KoMHUCCTBCHHOTO
1-rHOpOKCHABAIOT onpexenenus (IMKO = 0.0032 %)
KeToponaka
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHaoOr XETOpONaKa
unidentified impurity / not more than 0.5 %; / He Gonee 0,5 %;
eIMHWYHAS
0,
HEHACHTAQULITPOBAHNAS 0.02%
NIpHMeECh
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cymma npumeceit
8 Water content / 2.5% Not more than 7.0 %. /
Copnepxanne Boabt He 6onee 7,0 %.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3axatouenne: OJOBPEHO

Prepared by /
IToarotoeneno: Rama kant

M‘_"/

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykgpoanteits
Pavan Kumar Sharma

Reprint Date /
JlaTta: 07.02.2025

Reprint Date /

Jara: 07.02.2025

Reprint Date /
Jara: 07.02.2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Ketorol Exprcés (ketorolac) Orally Disintegrating Tablets 10 mg :
Hpoaykr: Keropon® Dxenpece (keToponak) TabjieTkH, Ancneprupyemsie B NOJ0CTH pTa, 10 mr

Market / Puinok :Russia / Poccus
Batch No / ; Batch Quantity / 3600000 tab /
Cepua Ne oy Ob6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002807985 Date of Analysis / . 07.02.2025
AHaauTnueckHii oTuer No Jata anaanza
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JaTa nponsBoacTBa Topen no = -5
Mfg. License No. / : .
IponssoacTeennas : MNB/05/263 I-I\;[ r nuxlr)llsJ’er. 4 2 gIIJI)-N_(004669)-(PI .
Jumensust Ne oMep
_Analysis performed according ND: / Ananns nposeaen mo HJT: JII-Ne(004669)-(PI-RU)-190224 o
Page60of 9/ Cip. 63 9
I;:) Test / MokazaTenn Results / Pezyantati Specification / Hopma
9 Residual solvents / OcTaTounble OpraHHyecKne pacTBOPHTEIH
Isopropyl alcohol / 12 pp/tab / Not more than 350 pg/tab. / T
H3zonponaron 12 mxr B Tabnetke He 6onee 350 mxr B TabneTke.

10 Microbiological purity*/ MukpoGuomsoruyeckas yucrora®

Total Aerobic Microbial
Count / o611ee yicno

not more than 10° CFU/g; /
He Gonee 10% KOE/T;

OAHOpPOAHOCTH
XO3UPOBAHHBLIX €INHHI

NA
a3pOLHEIX MHKPO-
OpraHuU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / 061uee 1uciao NA He 6osee 102 KOE/T;
JPONOKEBBIX M MIIECHEBLIX '
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 2.9 Acceptance value {4V) not more than

15.0 Iloxazarens npuemnemMoctH (4V)
noJkeH ObTh He Oosee 15,0.

Remarks : The Product conforms to ND/

ITpumeyvanue: IIpoaykr cooTeTcTRYET TpeGosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

[HoarotoBneno: Rama kan:;’j-

Checked by /
[Tpoeepeno: Pardeep Kumar

5

Approved by: Manager/Executive /
OnobpeHo: Menemuep / Pyx‘gnonn"renb

Pavan Kumar Sharma E K e

Reprint Date /
Hara: 07.02.2025

\ Reprint Date /
Jara: 07.02.2025

Reprint Date /
Jara: 07.02.2025

NG, i




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
rufation Unit-6
arn Road, Badij,

2205, INDIA

CEPTHOUHKAT AHAJIM3A
Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg _ a
Hpoaykr: Keropon® Ixenpece (keroponak) rabierki, AncneprapyemMeie B 0JI0CTH pra, 10 M1
Market / PriHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 3600000 tab / ]
Cepuis Ne P OGnem Eepust © 3600000 T26
Analytical Repo:'t No/ . 040002807985 Date of Analysis / . 07.02.2025
Anpanurnueckuii oTyer Ne JlaTa anannza ]
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jata upou3BoacTBA Tonen g0
Mfg, License No. /
ITpon3BoacTBeHHas : MNB/05/263 MA number: / : JIE-Na(004669)-(L'T -
|' Homep PY RU)
| munen3us Ne o
| Analysis performed according ND: / Awanu3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 70f9/Cip. 7u3 9

desiccantHDPE) foil // (PE/AL)
foil. 2 blisters with palient
information leaflet in a carton
pack, / Ilo 10 Ttabnerok B
G6auctepe w3 (INA/AJVIID ¢
pnaronornoturenem/[19BI])
donsru // (IIS/AJT) donvra. ITo
2 GimcTepa BMeECTE C JIMCTKOM-
BKJIAAbIIEM B nayky
KapTOHRY).

2.2 Test / IokazaTenn Results / Pesynbrarn Specification / Hopma
12 | Assay/KonnvecrseHHoe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
onpegesenie (99.8 %) C1sH13NO3*C4H| 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr g0
11,0 mr CsH1aNO3°C4H, |1 NO;
(keToponaka TpoMeramut) (o 90,0 nmo
110,0 % oT 3asBJAEHHOrO KOIWYECTRA) B
TabreTke.
13 Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab, /
content / CogepxaHne 0.0971 mr B Tabnerxe He menee 0,042 mr B TabneTke.
Oy THJIrHAPOKCHAHH30.13
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHie yHaKkoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
6nucrepe n3 (TTA/AJTVITD c
srnaronorsotutenem/II3BIT) doneri //
(I12/AJT) donera. I1o 1 uny 2 6amctepa
BMECTE C JIACTKOM-BKJIaZpIlIeM B IMA4Ky
KapTOHHYIO.

Remarks : The Product conforms to

ITpumeuanne: IpopykT cooTeTcTBYeT TpeboBanuam HJI

ND/

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Jara: 07.02.2025

Hara: 07.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroropneno: Rama kan:J IIposepeHo: Pardeep Kumar | Onobpeno: Menemxep / Pyigsoantens

! ) Pavan Kumar Sharma P A
Reprint Date / \ Reprint Date / Reprint Date /

Hara: 07.02.2025

zlangana, Indic

Pradddys, com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit=t
il Khot, Nalagarh Rosd, Baddi,

205, INDIA

CEPTHOUKAT AHAJTM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
| poayxr: Keropoa® Jxenpece (keToposak) TabaeTKH, AnCHeprapyembie B NOJOCTH pTa, 10 mr
Market / Ppinok ‘Russia/Poceps. . -
Batch No / : Batch Quantity / 3600000 tab / i
Cepng Ne PR Obnem cepun " 3600000 Tab _
Analytical Repo:’t No/ . 040002807985 Date of Analysis / . 07.02.2025
AHanuTayeckHi oTyer Ne JaTa anaju3a
Date of Manufacture / . 01/2025 Date of Expiry / < 12/2026
JlaTa npou3BoACTBA T'ojzen Ko |
Mifg. License No. / ) : =
IIpousBoacTBeHHAN : MNB/05/263 VLG I E AR R ST L
Homep PY RU)
| annensusa Ne =
Analysis performed according ND: / Auains nposenen no HJT: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/Crp. 8 13 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.

* [Ipu BbIIYCKe JIEKAPCTBEHHOr0 NPEnapara KOMTPOJIL KAYeCTBa N0 NOKAIATCN0 «MukpoGmMonornyeckast
YHCTOT2» MPOBOAUTCS ANA KaaA0i 20-0ii cepHM, HAH /IS OAHOA CEPUH B FOA, B 3aBHCHMOCTH OT TOTO, YTO

HACTYNMHT paHbille,

API name / Haumenopanne ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMHUH

INN / MHH:

API manufacturer batch number /
Homep cepun npousogutens APC:

Ketorolac / Ketoponak

ABRHO007885

KP Manufacturer API Batch number /
Homep cepun cyOcTAHIHA NPOHIBOXHTENSN
TJ®:

FERA00489

API Manufactured by & country/
Ipouzsoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peqmw'c JTaboparopuc Jita., Unana

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

HaunmeHoBaHHe, aapec, THICH3HS 115
IlpousBoacTBennan nomagka / Ilaomanka
KOHTPO.Is KadecTBa / ILomaxKka BelycKa

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

I-p Pennn’c JTaGoparopuc Jita., Maaus, [IpouseoncreeHHoe
noapasaenenue-6, Buin. Kxons, Hanarapx Poya, bammu, JucTpHKT
Counan, X.I1., 173205, Uuaus (nuuensus 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/

ITpumeuanme: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI,

Conclusion : APPROVED /
Baniouenne: ONOBPEHO

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

IonroroeaeHo: Rama kant Tposepeno: Pardeep Kumar | Ogo6peno: Menemxep / Pyxosomismes
N\ﬂﬁl (J/-———— Pavan Kumar Sharma \r:«;’_/_/

Reprint Date / i Reprint Date / . Reprint Date / =

Hata: 07.02.2025 Jara: 07.02.2025 Harta: 07.02.2025

Resistered Gifice. 8

Tel; +31 3G

324, Telangana, India

‘

cdidys.com

e diraddus.ceony




Dr.Reddy's “:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJHU3A
Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 0
|TIpoayxr: Keropoa® Dxenpece (keropoaak) raduerks, AncnepripyeMpie B nosocty pra, 10 mr
| Market / Poinox :Russia / Poccus T
Batch No / _ Batch Quantity / 3600000 tab / i
Cepus Ne R : O6bem cepru ' 3600000 a6
Analytical Repo‘f't No/ . 040002807985 Date of Analysis / . 07.02.2025
Anangruvecknii oTuer Ne Jlara anannza
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jarta npoussoacrea TI'ogeun go
Mifg. License No. / . TN :
IIpouszpoacTBeHHan : MNB/05/263 bl e : JIII—.N‘.(OO4669) n(IIS
Homep PY RU)
aupenzua No —
Analysis performed according ND: / Anasns nposesen mo HII: JITI-Ne(004669)-(PT-RU)-190224 |
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product has been manufactured, including packaging/labeling and quality contro] at the above mentioned site(s) in
full compliance with thc 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».

3akioyenne 0 cOOTBeTcTBHH: «HacToAMM s OATBEpKAALD, YTO NPHBENECHHAS BHIIE HHPOPMAUMS STBJISETCA
IOCTOBEPHON M TOYHOM. DTa cepus NPOAYKIMM NMpOM3BENeHA (BKINIOYas YNaKOBKY (MapKHPOBKY) M KOHTpOJb
KA4eCTBy) H4 BbUUCYKA3AHHOA LPUMBBOUCIBEHHON UIOWANKE (1IOWANKAX) B UOJHOM COOTBEICIBUU ¢
TpeboBaHisMu IIpaBun Halexkainel NPOU3BOLACTBEHHOM NPaxTHkX EBpaswiickoro SKoHOMUYECKOro corosa (No
GMP/EAEU/RU/00554-2022 ot 02 centsbpsa 2022) u TpeGOBaHUAMHE KOHTPOJIA KaYecTBa N1eKapCTBEHHEBIX CPEJICTB,
a TaKKe B COOTBETCTBHH CO CHENUPHKAMAMY, CONEPIKALIMMHCSA B PETHCTPAMOHHOM JOChE CTPaHBI-MMIIOpTEpA.
34IHCH 110 IPOU3BOJICTBY, YIIAKOBKC U aHANM3Y IPOBEPEHEL, H YCTaHOBIEHO HX COOTBETCTBHE Tpebosanusm I Ipasun
HaanexaileH Ipou3BoICTBEHHOM NPakTHKH EBpa3Hiickoro 3KOHOMHYECKOTO COX03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cooTreTcTBYET TpeboBanuam HJL 3akniouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Exceutive /

IMoaroropneno: Rama kant T [posepeno: Pardeep Kumar | Ono6pexo: Menemkep / Pykqeonurents

:\D&‘;.Uv/ Qj_f Pavan Kumar Sharma | l‘fﬁ,_j,/

Reprint Date / T Reprint Date / Reprint Date /

Hata: 07.02.2025 Jara: 07.02.2025 Jara: 07.02.2025

langane, ladiz




