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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltci

CEPTHOUERAT AHAJIM3ZA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipogyxr: Keropoa® Jxkenpece (keroponak) Tabaeri, ANCHEPIHPYEILIC B OIOCTH PTd, 10 mMr

Market / Peinok Russia / Poccust

Batch No / j Batch Quantity / 3600000 tab /

Cepua No (- Y2500500 O0bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002840800 Date of Analysis / . 13.03.2025

Ananurayecinii orger Ne Jara aHanu3a

Date of Manufacture / . 02/2025 I{ate of Expiry/ . 01/2027

Jlata npon3BoACTBA ) Iojen g0 |

Mfg. License No. / . .

IponszpogcTBCHHAR : MNB/05/263 MA number: / : UTENE103689) =L
Homep PY RU)

nuner3ng Ne

| Analysis performed according ND:

/ Ananus nposeaen mo HJi: JINI-Ne(D04669)-(PT-RU)-190224

Pagelof 9/Crp. 1 m39

Results / Pe3yabTaThl

Specification / Hopma

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyruible niiockue
Tabnetxu ¢ packoit, cBeTIO-
JKEJITOrO LBETA C TPaBHPOBKOMH
«» Ha 0JHOMU CTOPOKE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrasie
wiockue TabneTkd ¢ dackoii, cBETNO-
KENTOro IBETa C TIpaBUpOBKOM «I» Ha
OOHOM CTOPOHE.

i.(: Test / IlokazaTens
1 Description / Onncanue
2 Identification / UaenTuduxauns

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cexTpsl MOITOMWEHHS
HCTILITYEMOTO PacTBopa M pacTBopa
craHfapTHoro ofpa3lia  KETOpOJaka
TpOMETaMMHa QOJIXKHBI MMETh
MaKCUMYME! [IpY OJHOM U TOH e NJIMHE
BOJIHBIL (£ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tponykt coorsetcTByet Tpebosanusm HI Bawsouenne: QJOBPEHO
Prepared by / Checked by / Approved by: Manage}/Executive /
IloaroroBneHo: Yogesh Chauhan | IlpoBepero: Santosh Kumar | Ono6pero: Menewie / Pyrosoauresib
i / Maurya @3’ Abhishek Chauhan
pa 2 —
Reprint Date / e Reprint Date / Reprint Date /
Hara: 13.03.2025 Hara: 13.03.2025 Hara: 13.03.2025

Registered G

el




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Di. Reddy's Laboratories i_td.
o Unit-6

CEPTHG’}{KAT AHAJ‘"BA ERFATERN '/‘(';l. lerd

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

Tpoayxt: Keropon® Ixenpece (keToponax) Tabierku, ANCHEPIrHpYesLIe B MOJOCTH PTa .10 mr

‘Market / Poinox

:Russia / Poccns

Batch No / ] Batch Quantity / ~ 3600000 tab /

Cepun Ne LRl Oobem cepiit * 3600000 Tab

Analytical Repo:‘t No/ : 040002840800 Date of Analysis / . 13.03.2025

AHaauTHYecKn oTdeT No HaTa anajanza

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2027

Jlata npoussoacTsa T'ogen 10 -

Mifg. License No. / X .

I pokspoacTBEHHAN : MNB/05/263 MA number: / : JMESE(104669) (B>
Homep PY RU)

nuueH3sa Ne

—

]

| Analysis performed according ND: / Anaans nposenen mo HJT: JITE-Na(004669)-( PT-RU)-190224
Page2of 9/Crp.2 m39

No
Ne

Test / IlokazaTenb

Results / Pe3yabTaThl

Specification / Hopma

Complics / 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 scction). / Bpems ylepXuBaHus
OCHOBHOI0 THKa Ha XpoMmaTorpamme
HCHBITYEMOTO pacTBOpa DNOJDKHO
COOTRBETCTBOBATh BPEMEHU YAEP)KUBaHUA
OCHOBHOIO TMMKa Ha XpoMaTorpamme
pacTBopa CTaHHApPTHOTO obpazua
KeToponaka  TpoMeTamMuHa  (pasgen
«KoMMYeCTBEHHOE OMPENENIEHHE).

Remarks : The Product conforms to ND/
ITpumedanue: [TponykT cooTreTcTRYET Tpebopanusm HI

Conclusion : APPROVED /
3armouenne: OJOBPEHO

Prepared by /
IMonroroeneno: Yoggsh Chauhan

/ //f

Checked by /
[Mposepeno: Santosh Kurnar
Maurya

L

Approved by: Manager/Executive /
OuouGpenu: Menewrdp / Pyrogoaniensb
Abhishek Chauhan T

Reprint Date/ "
Jara: 13.03.2025

Reprint Date /
Jara: 13.03.2025

Reprint Date /
Jara: 13.03.2025

Registar.

o Gffigme &

fol a1




Dr.Reddy’s ‘_‘.

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Dir Reddy's Laboratories Lid.

oo dirediys

{P_roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Ixenpece (KeTopoak) Tabnerkn, ANCHeprupyemsic B mogocTH pra, 10 mr Cw

JTHUeH3Hs Ne

Market / Poinox :Russia / Poccus
Batch No / J Batch Quantity / . 3600000 tab / o
Cepus Ne g e O6bem cepitn ' 3600000 Tab
Analytical Repo:’t No/ - 040002840800 Date of Analysis / . 13.03.2025
AvaanrnuyccKni oTueT Ne Jlata anann3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
JlaTa mpoH3BOJACTBA Topen go SN o
Mfg. License No. / -

) MA number: / . JII-Ne(004669)-(PT -
IIpouseoaCTBCHHASA : MNB/05/263 Howmep PY * RU)

_Analysis performed according ND: / Ananus nposenen no HJL: JITT-Ne(004669)-(PT-RU)-190224

Page3of9/Crp.3 w3 9

i.no Test / Iloka3saTens Results / Pe3ynbTaThi Specification / Hopma
| Buylhydroxyanisole / Complies / CootBETCTBYET The retention times of 2~
Bymunzudpoxcuanuzon butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and % |
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yIepKHBAHUA [THKOB
2-6yTHATHAPOKCHAHH30J1a H

Ha

3-6yTHIrHApOKCHAHU3012
XpOMAaTorpamMMe UCIbITYEMOTO pacTBopa

HDOJDKHBI  COOTBETCTBOBATh  BpEMEHaM
yIaepXXUBaHHUS MHKOB
2-0yTHArMAPOKCHAHN3051a H

Ha

3-6yTHNTHIPOKCHAHU30M1a
XpoMaTorpaMMe pacTBOpa CTaHAApTHOTO
obpasla GyTHIrMApOKCHaHM30Ma (pasaen
«Copepxanue
GYTUITHIPOKCHARU301a»).

Remarks : The Product conforms to ND/
[pumeuanwe: IIpoaykr cooTBeTCTBYET TpebOBAHUIAM HI

Conclusion : APPROVED /
Zakmouyenne: OJOGPEHO

Prepared by / Checked by / Approved by: Mandger/Executive /
[Moxroroenexo: Yogesh Chauhan | Iposepero: Santosh Kumar | Onobpeno: Meunemtep / PykoBoautesh
/ / ' Maurya (B Abhishek Chauhan | ’
I, / ':‘. - v

Reprint Date/

Hara: 13.03.2025

Reprint Date /
Hata: 13.03.2025

Reprint Date / . '
IaTa: 13.03.2025

FEIH
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Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

- Reddy's Laboratories 114

CEPTH®HUKAT AHAJIA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
M poayxt: Keropoa® Ixcnpece (KeToposak) TabaeTk, INCHepripyerble B MOJTOCTH P, 10 mr .

Market / Poinok :Russia / Poccust

Batch No/ ) Batch Quantity / 3600000 tab /

Cepus Ne IV22009 0 O6bem cepins " 3600000 Td6

Analytical Repourt No/ . 040002840800 Date of Analysis / . 13.03.2025

Ananuridecknii oTyeT Ne Jara ananusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Hara nponasojcTsa B - Togen g0 I ow i |

Mfg. License No. /

ITpouseoacTBenHaSA - MNB/05/263 aumber: 1 JII-Ne(004669)-(PT-
; Honep PY RU)

Jgunenszua Ne

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

Page4of9/Crp.4u39

OnHOPOAHOCTH MACChI

NN:) Test / ITokasaTenn Results / Pe3ynabTaThi Specification / Hopma
3 Average weight / Cpennsas 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 / COOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;

2/20 tablets - not more than + 20 %. /
18/20 TaGnetox — He 6Gonee = 10 %;
2/20 Tabnetok — He Gosee £ 20 %.

4 Disintegration time /
PacnagaemocTh

00 min 25 sec / 00 muH 25 cex

Not more than 3 min. / He 6onee 3 Mus,

"5 | Dissolution / PacTeopenue

| Unit-1/Ta6én-1 ° 98% | Not less than 75% (Q) of

. C5sH;3NO3*C4H{1NO3 (ketorolac

Unit-2 / Tabs-2 98 % tromethamine) in 15 min. / He wmeuee

Unit-3 / Tabn-3 95 % 5% (Q) CisH13NO;3°C4sH1NOs

Unit4 / Tabn4 102 % (xeToponaka TpOMeTaMHH) depe3 15 MuH.
it~ avs 0
Unit-5 / Ta6a-5 102 %
Unit-6 / Tabi1-6 100 %

Remarks : The Product conforms to ND/
[Ipumeuanne: ITpomykT cooTseTcTByeT Tpedosanusm HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managér/Executive /

llogrotosneno: Yogesh Chauhan | TIposepero; Santosh Kumar | Onobpeno: Meneie / Pyxosoaureib
Z // Maurya (33—; Abhishek Chauhan ™ (

Reprint Date/ f Reprint Date / Reprint Date /

Hara: 13.03.2025 Jarta: 13.03.2025 Jara: 13.03.2025




Dr.Reddy’s Q':’

e R e
yOraroret Ll

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTH3A

Product : :_Eetor_o_l_Express (ketorolac) Orally Disintegrating Tablets 10 mg

Iponyxr: Keropoa® Drenmpece (Ketopoaak) TabneTku, Ancuepriapyesble B NOJM0CTH PTa, 10 mr .
Market / Peinok :Russia / Poccus By = -
Batch No / . Batch Quantity / _ 3600000 tab /
| Cepus No RPEIERY O6nem cepni * 3600000 Tab
Analytical Repo:‘t No/ - 040002840800 Date of Analysis / . 13.03.2025
AnannTHuecknii 0THeT Ne Mata ananu3sa
Date of Manufacture / . 02/2025 Date of Expiry/ . 01/2027
Jara npou3soAcTBa I'ogen no
Wl License No./ , MA number: / . JITI-Ne(004669)~(PT -
IIpouasoacTBeHHAA : MNB/05/263 :
Homep PY RU)
JHnenzust Ne

Analysis performed according ND: / Anaans nposenen mo H/I: JII-Ne(004669)-(PT-RU)-190224

PageSof9/Crp.S 3 9

No |

N Test / Iloxa3aTenn Results / Pe3ynbTaThbl Specification / Hopma
6 Particle size distribution/ |  Complies/ CooTBeTcTBYeT A upiform suspension passing through a |
JducnepcHocTh 710 um sieve is formed. / OGpasyercs
ONHOpOIHAS CYCNCH3UA, MPOXOAsALIAs
CKBO3E CHTO C pa3MepoM OTBEDCTHH
710 MKM.
7 Impurities / ]'lpmwccu_ LS = e
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / 1ie 6onee 0,5 %;
ketorolac: / Huske npeacna KOJIM4CCTBCHHOTO
1-rMApOKCHAHATIOr onpeaencuus (IMKO = 0.0032%)
KeTOposaKa
1-keto analog of ketorolac / 0.06% not more than 0.8 %; / ue 6onec 0,8 %;
1-keToaHanor KETOpOIaKa
unidentified impurity / 0.03% not more than 0.5 %; / ne 6onee 0,5 %;
eqMHUHAs
HeHIeHTH(hNIUpoBaHHas
NpHMECh
' total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0_%.
CyMMa NpuMecei |
8 Water content / 26% Not more than 7.0 %. /
CopepaaHue BOIbI He Gonee 7,0 %.

Remarks : The Product conforms to ND/
TMpumeyanne: [Iponyxt cootBeTcTByeT TpeGoBankam H/L

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manaecﬁ‘fE\ccutn ¢/
HoxrororneHo: Yogesh Chauhan ITposepeHo: Santosh Kumar OpobpeHo: MeHemz\cph‘ Py hoafmrrenb
P Maurya 3 Abhishek Chauhan 5;
/- I
Reprint Date/ Reprint Date / Reprint Date /
Jarta: 13.03.2025 Jara: 13.03.2025 Hara: 13.03.2025




Dr.Reddy’s ":'7

CERTIFICATE OF ANALYSIS
CEPTHOUEKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Ora]l)T Disintegrating Tablets 10 mg
T poayxs: Keropoa® Dxcnpece (Keropoak) Tabierks, MHCHEPripyesuie B MOJOCTH PTa, 10 mr

Market / Prinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepun Ne 2Y2500350 O6bem cepun " 3600000 Tab

Analytical Repog‘t No / . 040002840800 Date of Analysis / . 13.03.2025

AHajaTHuecKHit oTyeT Ne JlaTa anajausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jlara nponasoacTea Ionen 1o :

Mfg. License No. / L .

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

Jaunensusn Ne

~Analysis performed according ND: / Anasiuz nposescn no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page60f9/Crp. 613 9

1;.:) Test / [TokasaTens Results / Pe3yasTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHH4ecKUe PACTBOPUTEN
Isopropyl alcohol / 07 pg/tab / Not more than 350 pg/tab. /
H3onponaHon 07 mkr B TabneTke He 6onee 350 mxr B TalneTke.

10 | Microbiological purity*/ Mlmpoﬁuonoruqecxaﬁ qucroTa*®

Total Aerobic Microbial
Count / of1iee yHco

not more than 10* CFU/g; /
e Gonee 103 KOE/T;

OaHOpOIHOCTL
JO3HPOBAHHBIX €AHHILL

NA

a3poBOHbBIX MHKpO-
OpraHU3MOB

 Total Combined Yeast and not more than 10* CFU/g; /
mold count / o611ee 4HCTIO NA ue 6onee 102 KOE/r;
IPONOKEBBIX U IUIECHEBBIX
Tpubos
Escherichiv Coli NA ~shell ho absent in 1 gram. /

orcyrcTBue B 1 I.
11 Uniformity of dosage units / 12.1 Acceptance value (47) not more than

15.0 Tlokazatens npuemieMocTH (4V)
HoxeH 6bTh He 6onee 15,0.

Remarks : The Product conforms to ND/
Tpumeyanne: TIponykr coorsererayer tpebopannam HJT

Conclusion : APPROVED /
3axnouenne: OJJOBREHO

Jarta: 13.03.2025

Jara: 13.03.2025

Prepared by / Checked by / Approved by: ManagclﬂExccmive /
IMoarorosneno: Yogesh Chauhan | IlposepeHo: Santoshé;mar Opobpeno: Menemiep [ Pykosdaurens
: Maurya (D Abhishek Chauhan || |
£ // e \ <
Reprint Date/ = Reprint Date / Reprint Date /

Jata: 13.03.2025




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

;’E—b&‘&a : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T LA e
\IIpoayxr: Keropoa® Jkcenpece (keTopoaak) TabaeTky, ANCHEPrupyemMbie B NoaocTn pra, 10 mr |} o
| Market / PoiHoK :Russia / Poceus

Batch No / [ Batch Quantity / 3600000 tab /

Cepus Ne V2500350 O6bem cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002840800 Date of Analysis / . 13.03.2025

AnanaTayeckHi oTueT Ne JlaTa ananusa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

HJata nponsBocTBa I"ouen ao sl

.00 BT I ‘ MA number: /  JIII-Ne(004669)~(PT-

IIpouseogcTeennas : MNB/05/263 {

Homep PY RU)
JMueH3nst Ne i —
Analysis performed according ND: / Anaans nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

—

~ Page7of9/Crp.7n39

NNoo Test / IToka3zaTenn Results / PezynbTaTs! ' Specification / Hopma
12 | Assay/KoandecTBeHHOC 9.8 mg /9.8 mMr From 90mg to 11.0 mg of
onpenejieHne (98.5 %) CisHjaNO3+C4H11NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 mr C5H;3NO3+CsH | 1NO3
| (xetoponaka Tpomeramut) (ot 90,0 mo
110,0 % OT 3asABJIEHHOTO KOIMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0960 mg/tab / Not less than 0.042 mg/tab. /
content / CopaepxaHue 0.0960 mr B Tabnerke He Menee 0,042 mr 8 TabneTke.
GYTHITHAPOKCHAHM3012
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnHcaHie yIaKoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 hliatera with patient | in a carton paclk. / TTo 10 TafneTor n
information leaflet in a carton | Gnucrepe n3 (TTA/AJITID ®
pack. / Ilo 10 Tabmerox B | Bmaronornotutenem/[I3BII) doabru //
6nuctcpe w3 (TIA/ATIIID ¢ | (IID/AJT) doneru. ITo 1 wm 2 Gnuctepa
snaronornorurenem/[13BIT) BMECTE C JIHCTKOM-BKJAAbILIEM B MMAuYKy
¢onsru // (I13/AJI) donsru. [To | kapTOHHYIO.
2 6nuctepa BMECTE C JHCTKOM-
BKJ1aABILIEM B naykKy
KapTOHHYIO.

OVED/

Remarks : The Product conforms to ND/

IMpumeyanne: [lponykT cooTseTcTBYET Tpebosannam HI

Conclusion : APP
Zaxnouenne: OJUBPEHO

Prepared by /

IloxarotosneHo: Yogesh {Chauhan

Checked by /

Ilpoeepeno: Santosh Kymar
Maurya ’:/

-

i~

Approved by: Manager/Executive /
Onobpeno: Menemifep / PyrgBoaurens
Abhishek Chauhan |

L

Reprint Date /
Jlata: 13.03.2025

Reprint Date /
Hata: 13.03.2025

Reprint Date /
JHara: 13.03.2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Ketorol Efpress (ketorolac) (_)ra_lly Disintegrating Tablets 10 mg-_

Mpoayxr: Keropoa® Ixenpece (Keroposak) TabaeTkH, ancnepinpyessie B nonoctn pra, 10 mr -l
Market / Peinok :Russia / Poccus oy

Batch No / . Batch Quantity / . 3600000 tab /
Cepun No tV2300350 O6Bbem cepHH " 3600000 Tab |
Analytical Repourt No/ . 040002840800 Date of Analysis / . 13.03.2025
AHAJUTHYECKHI oTyeT Ne JlaTa aHaan3za =
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTa npou3soAcTBa Togen go |
Mfg. License No. / R .
IlpounspoacTBeHHAS : MNB/05/263 BL number./ s JIII-Ne(004669)-(PT-

Homep PY RU) [

JIHneH3us Ne == _ —— —
Analysis performed according ND: / Ananns nposeaen mo HJI: JII-Na(004669)-(PT-RU)-190224 B

Page 8 of 9/Crp. 8 u3 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 BoINycKe JIeKapCTBEHHOI0 PeNapaTa KOHTPOAL Ka4ecTBa N0 MOKa3aTeNio «MuKpOGHOIOrHYecKan
HHCTOTA» NPOBOAUTCA JNf KaxkA0i 20-0ff cepun, Hian LIS OAHOH CEPUH B TOA, B 3aBHCHMOCTH OT TOr0, MTO

HACTYIIMT paHblue,

API name / HaumenoBanne ADC:

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number /
HomMep cepuu npoussogutenna ADC:

ABRH007886, ABRH007887

FP Manufacturer API Batch number /
HoMep cepHH CyOCTAHLHH IPOH3BOARTES
I'J1d:

FERA00521, FERA00522

API Manufactured by & country /
IIpouzsoanurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pepau'c JlaGoparopuc JIta., MHaus

Name, address, authorization No for  FP
manufacturing slie / Conirol shie / Release
site /

HaumeHoBanHe, agpec, JHHEHIHA 11
Ilpon3BoacTBennas miomanxa / Iliomanka
KORTpo.iA KauecTsa / Iltomaaka spinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
NWalagal Ruad, Baddi, Disll. Sulau (1) 173205, Ludia (licease Mo
MNB/05/263) /

J-p Pennw’c JlaGoparopuc JIta., Huaus, IIpousBoaCTBEHHOE
nonpasaenenue-6, Buut. Kxons, Hanarapx Poyn, bamumu, JHUCTPHUKT
Conan, X.I1., 173205, Uaaua (muuensus Homep MNB/05/263)

Declaration of certification: « horoby cortify that the above information is authentic and acenrate. This hatch of

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[Ipumeuanye: [IpoayKT cOOTBETCTBYET TpeGOBaHAAM HI 3axsouenne: OJJOBBEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: Yogesl} Ch/auuhan ﬁpoaepcuo: Saniu@iumr gﬂf‘ﬁieioé hMek}lle}mcep Pykosognrent
/ aurya { hishe auhan
Y S @) L/,;
Reprint Date / = Reprint Date / Reprint Date /
Jara: 13.03.2025 Hata: 13.03.2025 Jata: 13.03.2025




Dr.Reddy’s ‘-:o’ ;s s

CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHAJTHA3A

j Product : Ketorol Express (ke%orola O_rally Disintegrating Tablets 10 mg
E[I_p_tgym-: Keropoa® Dxenpece (keroposak) TabaeTiu, AHCIepripyemsie B 010CTH PTa, 10 mr s _ul
| Market / PeiHoK :Russia / Poccus o
.Batch No / . Batch Quantity / _ 3600000 tab /
Cepusn Ne £ ZIEaD Obbem cepiH * 3600000 Tab
Analytlcal Repog‘t NO / - 040002840800 Date of AnnlySIS / g 13032025
AHanuradecKnit oTyer Ne Nara ananusa
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JlaTa npoH3BOACTBA Tonen xo
Mfg. License No. / : .
ITponsBoacTeeHHAS : MNB/05/263 MIAS TS 2 : LR 003062) (I
Homep PY RU)
_anmenshs Ne | sloms
Analysis performed according ND: / Anasuz nposexen mo HI: JITI-Ne(004669)-( PI-RU)-190224

Page 9of9/Ctp. 9139

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».

3aKio4Yenne 0 co0TBeTcTBHH: «HacTOAIIMM 1 TONTBEPXKAALO, YTO IPHBEACHHAA BBIILE HHOOPMALIHUS ABIISETCA
LOCTOBEPHON ¥ TOYHOH. DTa CepHS NPOLYKUMH NpOW3BeleHa (BK/IEOHAs YITakoBKy (MapKHpOBKY) H KOHTpOIb
KadecTBa) Ha BEHIIIEYKa3aHHOM [IPOM3BOACTBEHHOM MUIOWIamke (IJOIafKax) B TOJHOM COOTBETCTBHH C
Tpebopanusami JIpaBul HaIIexXameil IpOM3BOJCTBEHHON MPaKTUKH EBpasuiickoro SKOHOMHYECKOTO COIO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabpst 2022) u TpeboBaHUAME KOHTPOIS Ka4ecTBa JIEKAPCTBEHHBIX CPEICTB,
a Tax)X€ B COOTBCTCTBHH CO CHEUHQHUKAIMUIMY, CONESPXKAUMHUCA B PETHCTPAIIAOHHOM [10ChE CTPAHBI-HMIIOPTEpA.
3aIHCH 10 IPOM3BOJICTBY, YIAKOBKE U aHANM3Y MIPOBEPEHEL,  YCTAHOBICHO HX COOTBETCTBHE TpeGoBaHMaM IIpasiin
HaaJIexalllei TpOn3BOJCTBEHHOM TpakTHKH EBpazHicKoro 3KOHOMUYECKOIO COXO3a».

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

[pumeuasne: IIpoaykT cooteTeTBYeT TpeboBanuam H/L 3akmwyenne: OJJOBPEHO

Prepared by / Checked by/ Approved by: ManageffExecutive /

oaroTosiero: Yogesh,Chauhan | ITposepeno: Santosh Kumar | Ono6peno; Meriezusepy Pykospaurens
// P Maurya @; Abhishek Chauhan r
Bl gy S

Reprint Date / il Reprint Date / Reprint Date /
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