Dr.Reddy’s ‘%.‘.

CERTIFICATE OF ANALYSIS

PIL version approved: / MUncTpykuus yreepxaena: 21.04.2025

CEPTUOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (keToposak) Tab1eTKH, AMCHEprApyeMble B HoJ10cTH pTa, 10 Mr
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepns Ne 2 NEoflcD O0bem cepuu " 36,00,000 Tab
Analytical Repovrt No/ . 040003368502 Date of Analysis / . 21.04.2026
Anamuruyeckui orget No JaTa anannza
Date of Manufacture / - 03/2026 Date of Expiry/ - 02/2028
JlaTta npousBoacTea I'onen po
Mfg. License No. / .
TponssoncTBeHHasn . MNB/05/263 VI e, . JITI-Ne(004669)-(PT-RU)

Homep PY

nnuenzus No
Analysis performed according ND: / Auasnuz nposeaen mo HJI;: JITI-Ne(004669)-(PT-RU)-190224

Page1of 11/ Crp.1mu3 11

o g g
io Test / IlokazaTenb Results / PesynbTaThl Specification / Hopma
1 Description / Ouucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "[" debossed on one debossed on one side. / Kpyrawsie miockue
side. / Kpyrible miockue TabneTkH ¢ (ackoif, CBETNO-KENTOro IBETa C
TabneTku ¢ ¢ackoii, cBeTIO- IPaBUPOBKOH «|» Ha OJTHOI CTOPOHE.
KENTOTO 1IBETa C IPaBUPOBKOH
«!» Ha 0lHOH CTOpOHE.
2 Identification / UaenTnduxaumns

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y-
CIIEKTPbI MOTIOLICHUS UCTILITYEMOTO PacTBoOpa 1
pacTBOpa CTaHAApTHOrO ofpasla KeToposaka
TPOMETaMUHA NOJDKHBl MMETh MakCHMYyMbl IIpH
OIHOM U TOM € [UIUHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/

Npumeuanue: IpogykT cooTBeTcTBYET TpebosanusM HJI

Conclusion : APPROVED /
Zaxknwyenune: OJIOGPEHO

Prepared by /
ITonrorosiieHo: Anchal

Checked by /

[Tposepeno:Pravesh

Checked by (AQA) /
[Tpoeepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneuenue kauectBa/OTBETCTBEHHOE

% Rana Ajay Kumar Srivastava |[nu u{):/‘gfrﬂﬂ.l Y aaw
Jul _ "S)T\ N v

= / { i |, ‘.
Date / Date / Date / Date / N q/?//uw' 1L

Hara: 21.04.2026

Jlara: 21.04.2026

Jlara: 21.04.2026

JHara:




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykt: Keropon® Ixcnpecc (keTopoJak) Tab/IeTKH, AHCIePrHpyeMble B 10J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepust Ne 3 V2600769 O6bem cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003368502 Date of Analysis / . 21.04.2026

AHanuTu4ecKHi oryer Ne JlaTa anasu3sa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JdaTta npousBoacrea T'ogen xo

Mfg. License No. / .

T —— . MNB/05/263 SIS nmEbers . JITI-Ne(004669)-(PT-RU)
Homep PY

Junenszus Ne

Analysis performed according ND: / Ananu3 uposenen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MHcTpyKkuus yreepaxkaena: 21.04.2025

Page?2 of 11/ Crp.2 n3 11

No

Test / [Toka3aTens
Ne

Results / Pe3yabTaThl

Specification / Hopma

Complies / CootBercTBYeT

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).
/ Bpemsi ynepKXMBaHHS OCHOBHOrO IIHKa Ha

XpoMaTorpamMmme UCTIBITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATD BPEMCHHU
YAEpKUBAHUA OCHOBHOI'O NUKa Ha
XpoMaTorpamme pacTBOpa CTaHJapTHOIO

o0pasua KeTopojaka TpOMeTaMHHA (pasjen
«Konu4ecTBEHHOE ONpeaeICHUe»).

Remarks : The Product confirms to ND/
IIpumedanue: IIpoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmwoyenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarororneno: Anchal [TposepeHo:Prave Iporepeno (AOK): Opobpeno: Obecnieuenne kayectpa/OTBETCTBEHHOE
' Rana Ajay Kumar Srivastava ||nuwo: .
M AR G R coiv
— — /7 L \._.0& as
Date / Date / Date / Date / i % q/by‘o
Hara: 21.04.2026 Hara: 21.04.2026 Hata: 21.04.2026 Jara: —




Dr.Red

dy’s Q:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jxcnpece (keropoiak) TabJeTKH, AUCIeprHpyeMbie B I0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne VR RRIeD O6bem cepun " 36,00,000 Tab

Analytical Repourt No / . 040003368502 Date of Analysis / - 21.04.2026

AHaauTnyeckuii oTyer No JlaTa anann3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

Jarta npou3BoacTBa T'ogen go

Mfg. License No. / MA number: /

IIpou3roacTBeHHAsK : MNB/05/263 : ¢ JII-Ne(004669)-(PI"-RU)
Homep PY

auneHsus Ne

Analysis performed according ND: / Auanns nposenen no HJ/L: JII-Ne(004669)-(PI-RU)-190224
PIL version approved: / Unctpykuns yreep:xaena: 21.04.2025

Page3 of 11/ Crp.3 u3 11

Results / PesyabrTaThl

Specification / Hopma

b Test / [loka3aTenn
Ne
Butylhydroxyanisole /
Bymuneuopoxcuanuson

Complies / CoOoTBETCTBYET

The retention times of 2-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 YAECpKUBAHUA [IUKOB 2-
OYTUNTHAPOKCUAHH30I1a U 3-
OYTWJIrMIPOKCUAHU30JIA HA XpoMarorpammMe
UCTIBITYEMOTO pacTBopa JIOJKHBI
COOTBETCTBOBAaTh  BpPEMEHAM  YIEPXKMBaHUA
MUKOB 2-0yTunruapokcuaHusona Mo 3-
OyTUNTMOPOKCHAHM30JIa HAa  XpoMaTorpaMme
pacTtBopa CTaHOAPTHOTO o0pasua
Gyrunruapokcuanuzona (pasgen «Conepxanue
OYTHATHIPOKCUAHK30MIAY).

Remarks : The Product confirms to ND/
ITpumeuanue: [IpogykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmwouenne: OJIOGPEHO

Prepared by /

[Toarorosneno: Anchal

W Rana

/d_-.

Checked by /

Checked by (AQA) /

[Tposepeno:Praves [IposepeHo (AOK):

Ajay Kumar Srivastava

D\
___,,..--""

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneuenue kauecTa/OTBETCTBEHHOE
JTULIO: '

(125000 \comiivn /2{\ w}

_ﬁ*

Date /
Jara: 21.04.2026

Date /

Date /
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecce (keroposak) Ta6JeTKu, AUCHEPrupyeMble B OJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne : V2600769 O6bemM cepun " 36,00,000 Tad

Analytical Report No / - 040003368502 Date of Analysis / . 21042026

AHajauTHYeCcKH oTyeT No Jlara anasuu3za

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JaTa npoussojacTaa T'ogen go

Mfg. License No. / .

TIpou3BoacTBeHHast : MNB/05/263 pISnumbEr ) - JIII-Ne(004669)-(PT-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND: / Ananus nposenen mo H/: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykiuus yreepxaena: 21.04.2025

Page 4 of 11/ Crp. 4 n3 11

‘1;.:) Test / IlokasaTens Results / PesyabTaTbl Specification / Hopma
3 Average weight / Cpennns 69.0 mg / 69,0 mr 67.2mg to 72.8mg (70.0mg = 4.0%). /
mMacca Ot 67,2 mr mo 72,8 mr (70,0 mMr + 4,0 %).
18/20 tablets - not more than =+ 10 %;
Unif itv of weight / 2/20 tablets - not more than =+ 20%. /
Om ormity ol weig Complies / CooTBeTCTBYET 18/20 Ttabierok — He Gomee + 10 %;
/IHOPOHOCTE MACCLI 2/20 Tabnerok — e 6onee + 20 %.
4 Disintegration time /
PacnagaemocTsb
00 min 36 sec / 00 mun 36 cek Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopenne Unit-1/ Ta6x-1 102 % Not less than 75 % (Q) of C1sH;3NO3*CsH | NO;
. (ketorolac tromethamine) in 15 min. / He meHee
0,
Unit-2 / Tabn-2 92% 75 % (Q) CisHi3NO3*CsHi/NO;  (xeToponaka
Unit-3 / Ta6i-3 98 % TpOMETaMHUH) uepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 98 %

Remarks : The Product confirms to ND/

Mpumeuanune: Ipoaykt cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmovenue: OJIOBPEHO

Prepared by /

TToarorosneHo: Anchal

Checked by /

[TposepeHo:Praves

Checked by (AQA) /
[Tporepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE

: Rana Ajay Kumar Srivastava |[auuo:
‘I;) on (240 \cord
’Q—\/\/’ ‘ W\ ./'2#0& r
Date / Date / Date / Date / \L ] Z),‘l;;;o'«b(,_,
Hata: 21.04.2026 Hara: 21.04.2026 Hara: i

Jlara: 21.04.2026




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopon® Jxcnpece (KeTopoaax) Tab/ieTKH, AHCHeprupyeMble B M0J0cTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepns Ne * V2600767 Oo6bem cepun " 36,00,000 Tab

Analytical Report No/ - 040003368502 Date of Analysis / . 91.04.2026

AHanuTHyecKkHit oTyeT Ne Hara anaauza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

Hdata npou3Boacrea TI'ogen no

Mfg. License No. / .

IIponsBoacreeHHas : MNB/05/263 Sl ST/ : JITI-Ne(004669)-(PT'-RU)
Homep PY

JuaneH3ua Neo

Analysis performed according ND: / Ananuz nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yrBep:xaena: 21.04.2025

Page S of 11/ Crp. Su3 11

No

N Test / [TokazaTenn Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 um
JucnepcHocTh sieve is formed. / O6pasyercs omHopoaHas
CYCTICH3Us, NPOXOHALIas CKBO3b CUTO C
pa3MepoM OTBEpCTUH 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor

Below LOD (LOD = 0.0010 %) /
Hwxe nipenena o6HapyxeHus
(TTO = 0,0010 %)

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

KeToponaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He Gonee 0,8 %;
1-xeToaHaNoTr KeTOpOIaKa
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
eAMHUY Has
HeUIEHTHOUIIPOBAHHAS
NpHMeCh
total impurities / 0.1 % not more than 1.0 %. / He Gosee 1,0 %.
cyMMma npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumevanne: IIpoaykT cooTBeTCTBYET TpebopanusiM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Hoxarorosneno: Anchal [TposepeHo:Praves [MpoBepeno (AOK): Ono6peto: Obecrieuenne kauecTsa/OTBETCTBEHHOE
Rana Ajay Kumar Srivastava ||nuuo:
LA By il cosino ) wj
L L)Y oM
Date / Date / Date / Date / \ 1 o ML’L:J/D’),G
Hara: 21.04.2026 Harta: 21.04.2026 Jata: 21.04.2026 Jara: =




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keroposn® Jxcnpecc (keropoJiak) Tabierkn, JUCIeprupyemMble B N0J0CTH pTa, 10 Mr

Market / PeiHOK :Russia / Poccus

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

Cepusn Ne RS O0bemM cepuu © 36,00,000 Tab

Analytical Repourt No / . 040003363502 Date of Analysis / . 91042026

AHaauTuyecknii oruer Ne JlaTa ananu3za

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoaCTBA T'ogen mo

Mfg. License No. / MA ber: /

TIpon3BoACTBEHHAS . MNB/05/263 numoer: . JIII-Ne(004669)-(PT-RU)
Homep PY

JuneHzus No

Analysis performed according ND: / Ananus nposeaen no H/I: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UHcTpykuns yreepxkaena: 21.04.2025

Page 6 of 11/ Ctp. 6 w3 11

1;00 Test / [loka3zaTenb Results / PesyabTaThl Specification / Hopma

8 Water content / 1.9 % Not more than 7.0 %. /
Copepsxanue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTtaTouHble OpraHHyecKHe PaCTBOPHTEIH
Isopropyl alcohol / 9 ng/tab/ Not more than 350 pg/tab. /
Hsomponanon 9 Mkr B TabneTke He 6onee 350 Mxr B Tabnerke.

Remarks : The Product confirms to ND/ } Conclusion : APPROVED /
Mpumeuanue: IIpoayxT coorBeTcTBYET Tpebosanuam HJI 3akawuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosineHo: Anchal ITposepeHo:Praves ITposepeno (AOK): 0_;[06peHo: Obecnedenue kauecTea/OTBETCTBEHHOE
: Rana Ajay Kumar Srivastava ||[nuuo:
4 =]

== | L Ll 4
Date / Date / Date / Date / \ A (wq/b
Hata: 21.04.2026 Hara: 21.04.2026 Hata: 21.04.2026 Jara: e




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keTopoak) TadaeTKH, ANCHEPTHPYeMbIe B 1010¢TH pTa, 10 Mr

Market / Prinok :Russia / Poccus

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

Cepus Ne g MEROGHC> OoBem cepnn " 36,00,000 Tab

Analytical Repourt No/ . 040003368502 Date of Analysis / . 91.04.2026

AHaaTHYeCKH oTYeT Ne JlaTa anann3za

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JaTa npou3BoacTBa I'ogen oo

Mfg. License No. / .

Tpou3BoacTReHHAS : MNB/05/263 S NS . JII-Ne(004669)-(PT-RU)
Homep PY

Juuenzus No

Analysis performed according ND: / Auanu3s nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpykuusa yrBep:kaeHa: 21.04.2025

Page 7 of 11/ Crp. 7 m3 11

i? Test / [lokazaTtesn Results / PesyabTaTsl Specification / Hopma
10 Microbiological purity*/ MukpoGuosioruieckasi yucrora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / o61nee yuciio e Oonee 103 KOE/;
a3po0OHBIX MHKpPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o6miee uncIo He Gonee 10° KOE/T;
JPOMOKEBBIX M [IECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OpaHopoaHOCTD 20 [Tokazarens npuemnemoctu (AV) nomxeH ObITH
J03HPOBAHHBIX eIMHULL ' He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumevanue: [Ipoaykt coorsercTByeT TpeboBaHuam HJI 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[NoarotosneHo: Anchal [IposepeHo:Praves [Tposepeno (AOK): Onobpeno: Obecneuenne kayectsa/OTBETCTBEHHOE

" Rana Ajay Kumar Srivastava ||nuuo: ,
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxenpece (keToponak) TadjieTKH, JUCHEPrupyemMble B 0JI0CTH pTa, 10 Mr

Market / PoinOK :Russia / Poccust

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

Cepns No + V2600769 O6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003368502 Date of Analysis / . 91042026

AHaJMTHYecKHH oTueT Ne Jara ananuza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

Jara npou3BojacTBa I'ogen mo

Mifg. License No. / .

TpoussocTenmas : MNB/05/263 L awmers | : JII-Ne(004669)-(PT-RU)
Homep PY

aunensus Ne

Analysis performed according ND: / Ananu3s nposeaen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuns yreepixaena: 21.04.2025

Page 8 of 11/ Ctp. 8 m3 11

1;.:) Test / IlokasaTennb Results / Pe3yabTaTsl Specification / Hopma
12 Assay / KosinuecTBeHHOe 10.1 mg/ 10,1 Mr From 9.0 mg to 11.0 mg of
omnpeneneHue (100.7 %) C1sH13NO;+C4H | (NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr Jlo 11,0 Mr
CisH13NO3+C4H |1 NO3 (keToposiaka
TpomeraMuH) (ot 90,0 mo 110,0 % or
3asABJICHHOTO KOMYECTBA) B TAbNETKE,
13 Butylhydroxyanisole 0.0957 mg/tab / Not less than 0.042 mg/tab. /
content / CopepsxxaHue 0,0957 Mr B TabneTke He menee 0,042 mr B Tabnetke.
Oy THIITMAPOKCHAHU30/1a

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykt cootseTcTBYET TpeboraHuAM HJL

Conclusion : APPROVED /
3akavenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarotosneno: Anchal ITposepeHo:Pravesh [Tpoeepeno (AOK): OnobpeHo: Obecneuenue kadecrsa/OTBETCTBEHHOE

' Rana ’ 4’ Ajay Kumar Srivastava ||nuuo:

©
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Date / Date / Date / Date / L | 4’%), ’U},B
Jara: 21.04.2026 Hara: 21.04.2026 Jlara: 21.04.2026 Jara: - -




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoayxr: Keropoa® Dxcnpece (keTopoJak) TabaeTKH, AHCIIEPrupyemMble B M0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne + V2600769 Oo6bem cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003368502 Date of Analysis / - 21.04.2026

AHanuTHYecKHi oTuer Ne Jlarta anannza

Date of Manufacture / . 03/2026 Date of Expiry/ . 02/2028

JaTta npon3BoacTea T'ogen oo

Mfg. License No. / MA number: /

ITpousBoacTBEeHHAN : MNB/05/263 ) . JITI-Ne(004669)-(PI'-RU)
Homep PY

JHneH3ust Ne

Analysis performed according ND: / Anasauz nposeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpyknns yreepxkaeHa: 21.04.2025
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1;:) Test / HokazaTens Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue YyNakKoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / Ilo 10 tabnerox B OnucrTepe u3
information leaflet in a carton | (ITA/AJI/IID ¢ Bnaromornotutenem/TI2BII)

p pack. / Ilo 10 Tabnerox B | donern // (IID/AJ) donbru. Mo 1 unn 2
onucrepe u3 (IIA/AJI/IID ¢ | Onucrepa BMECTE € NUCTKOM-BKIAABILIEM B
BiaronornotuTeneM/[12BIT) NaYKy KapTOHHYIO.

¢oneru // (I13/AJ]) doneru. Ilo
2 Onucrepa BMeCTe C JIHCTKOM-
BKJIA/IBIILIEM B nayky
KapTOHHYIO.

* 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.

* [1pu BbIMyCKe JIEKAPCTBEHHOIO [IpeNapaTa KOHTPOJIb Ka4ecTBa M0 [0Ka3aTento «Mukpobuosoruyeckas
4YHCTOTA» MPOBOAMUTCH Aisl Kaxaoi 20-0ii cepyuu, MU AJIF OAHOIi CEPMH B I'04, B 3ABHCUMOCTH OT TOI0, 4TO
HACTYOUT paHblile.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: TIpofyKT cOOTBETCTBYET TpeboBaHMaAM HJI 3akaouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Anchal [Tposepeno:Pravesh [Tpoeepeno (AOK): Ono6peHo: Obecneuenne kauecTsa/OTBETCTBCHHOE
Rana { Ajay Kumar Srivastava ||nuuio:
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykr: Keropon® Jxcnpece (keToposiak) TabaeTku, ANCHeprupyemMble B MoJI0CTH pra, 10 mr
Market / Puinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne + V2600769 O6bem cepun © 36,00,000 Tab
Analytical Repourt No/ . 040003368502 Date of Analysis / - 21.04.2026
AHaTuTHYeCKHi oTyeT Ne JaTta ananu3a

Date of Manufacture / . 03/2026 Date of Expiry / - 02/2028

JlaTa npou3BoAcTBa I'ogen g0

Mfg. License No. / MA number: /

IMpoussoacreenHasn : MNB/05/263 ) : JIII-Ne(004669)-(PT"-RU)

Homep PY

JuneH3ust Ne

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

PIL version approved: / MucTtpykuust yreepxkaena: 21.04.2025

Page 10 of 11/ Ctp. 10 3 11

API name / HaumenoBanue ADPC:

Ketorolac tromethamine / Keroponaka TpoMeramut

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouszpoautesisa ADPC:

ABSH006295, ABSH006294

FP Manufacturer API Batch number /
Homep cepnu cyGcTaHUHHA NPOU3BOIUTEISI
| 9] (i B

FESA00536, FESA00537

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

Dr. Reddy's Laboratories Ltd., India /
H-p Peanu'c Jlaboparopuc Jitn., Unauna

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

HanmenoBanue, aapec, JTHIEH3HSA A5
IIpousBoacTBeHHas naomaaka / Ilnomaaka
KOHTpOoJIst KavecTBa / Ilomagka BeInycKa

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 Pennw’c Jlabopatopuc JIta., Uuaus, IlpousBoacTeeHHOE
nospasaeneHue-6, Bumn. Kxons, Hanarapx Poyn, bammu, Juctpukr
Conan, X.I1., 173205, Munus (nuuenszus nomep MNB/05/263)

Declaration of certification: «I 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 establishedy.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanme: IIpooykT cOOTBETCTBYET TpeboBaHusM H/ 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Monrorosgero: Anchal [IpoBepeHo:Praves ITposepeno (AOK): OnobpeHo: ObecneueHue kadectBa/OTBETCTBEHHOE

' @ Rana Ajay Kumar Srivastava ||nuuo: '
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTH®HNKAT AHAJIM3A e ey

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jkcnpece (keroposiak) TablIeTKH, AMCHePrApyeMble B I0JI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepun Ne + V2600769 O6bem cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003368502 Date of Analysis / . 21.04.2026

AHanuTHYecKHii oTyeT Ne JlaTa aHasH3a

Date of Manufacture / . 03/2026 Date of Expiry / - 02/2028

Jata mpouzBoacTea T'ogen o

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 ) . JII-Ne(004669)-(PT"-RU)
Homep PY

JuieH3ust Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuns yreepskaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11

3akiroyenye 0 coOTBeTCTBHH: «HacTosmum s IOATBEPKIAIO, YTO NMPUBEJACHHAS BBIIE HHPOPMAIUSA ABIAETCS
JOCTOBEPHOH M TOYHOH. DTa cepus NMPOAYKIMM IPOU3BEJCHA (BKJIIOYAs YHNAKOBKY (MapKHpPOBKY) U KOHTPOIb
KQuecTBa) - Ha BBILICYKa3aHHOW NPOU3BOACTBEHHOM IUTOIMaAKe (IUIOMIAJIKaX) B HOJHOM COOTBETCTBHH C
TpeOoBanusmu [lpaBun Hamiexamel Mpou3BOACTBEHHOHN MpPakTHKH EBpaswiickoro 3KOHOMHYECKOTO COIO3a U
TpeOOBaHUSAMH KOHTPOISI Ka4ecTBa JIEKAPCTBEHHBIX CPEICTB, a TaKXe B COOTBETCTBHM CO CrEIM(pUKAIHIMH,
COJIEpKaIIUMHUCS B PETUCTPALIMOHHOM JIOChE CTPaHBI-UMIIOpTEPA. 3alUCH IO MPOU3BOJICTBY, YITAKOBKE U AHAIU3Y
HIPOBEPEHBI, U YCTAHOBIEHO MX COOTBETCTBHE TpeboBaHuAM lIpaBui Haanmexkalleld MpOU3BOACTBEHHON MPAKTUKY
EBpasuiickoro 3KOHOMHYECKOIO COIO3a».

Remarks : The Product confirms to ND/
IMpumeuanne: [lpoaykr coorsercTyet Tpedosannam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
ITonroTtosneno: Anchal

Checked by /

Tpoeepeno:Pravesh

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tporepeno (AOK): OnobpeHo: Obecnevenue kayecTsa/OTBETCTBEHHOE

Jlata: 21.04.2026

Rana Ajay Kumar Srivastava |piuio:
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Date / Date / Date / Date / K \ “// lé
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