Dr.Reddy’s Q‘:“

CERTIFICATE OF ANALYSIS

PIL version approved: / Uucrpykuusi yreep:xaena: 21.04.2025

CEPTUOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpecc (keroposiak) TabeTkH, AUCNeprapyeMbie B H0J0CTH pra, 10 Mr
Market / Poinox :Russia / Poccus
Batch No / : Batch Quantity / . 36,00,000 tab /
Cepns Ne i O0bem cepun © 36,00,000 Tab
Analytical Repourt No/ - 040003368502 Date of Analysis / . 21.04.2026
Ananuruyeckuii otget Ne JaTta ananuza
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028
JaTa npou3BoacTa T'open g0
Mfg. License No. / MA number: /
ITpousBoacTBeHHAs : MNB/05/263 ) : JI-Ne(004669)-(PT'-RU)

Homep PY

JuueH3us Ne
Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PI-RU)-190224

Page1of11/Crp.1mu3 11

}? Test / ITokazaTennb Results / PesyabraTnl Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyrawie mockue
side. / Kpyrisle nockue TabneTku ¢ (ackoif, CBETNO-XKENTOro LBETa C
TabneTku ¢ GackoH, CBETNO- rpaBUpPOBKOH «|» Ha 0[IHOH cTOpOHE.
JKENITOTO LBETa C TPAaBUPOBKOH
«!» Ha OIHOH CTOpOHE.

2 Identification / UnenTuduxaumus

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 MOTJIOLNEHHS UCTILITYEMOTO PacTBOPa U
pacTBOpa CTaHHApTHOrO ofpasla KeToposaka
TpoMeTaMUHa AOJDKHBl MMETh MakCMMYyMbl IIPH
OMHOM U TOM e [UTMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykT cooTBeTCTBYET Tpeboanusm HJL 3akawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
ITonrorosneHo: Anchal [TpoBepeHo:Pravesh [TporepeHo (AOK): OnodpeHo: O6ecneqeﬂye xayecTBa/OTBETCTBEHHOE
j ivast : L wA
@g\ Rana Ajay Kumar Srl\{as ava ||{nuio /‘2110.\ Y ani }/O\D
= Jxl W\ 2 v
e — LA

Date / Date / Date / Date / N ’I/E:':]J,Od/c
Hara: 21.04.2026 JHata: 21.04.2026 Jlara: 21.04.2026 JHata:




Dr.Red

dy’s Q:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrt: Keropoa® Jxcnpece (keTopoJak) TabeTKH, AHCHEPrupyeMble B IOJOCTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne e, OobeM cepun " 36,00,000 Tab

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

AHaJUTHYECKHI oTYeT Ne JlaTa anaausa

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

JdaTta npousBoacTsa T'ogen o

Mfg. License No. / MA number: /

ITpou3BoACTBEHHAS : MNB/05/263 ) . JIII-Ne(004669)-(PI'-RU)
Homep PY

JnneH3us Ne

Analysis performed according ND: / Ananau3 uposeaen mo HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepkaena: 21.04.2025

Page 2 of 11/ Crp. 2 u3 11

No
Ne

Test / [Toka3aTens

Results / PesyabTaThl

Specification / Hopma

Complies / 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 section).
/ Bpemsi ynepXUBaHWS OCHOBHOIO IHKa Ha

XpoMaTorpamme UCTIBITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATh BPEMEHH
YAEpXKUBAHUA OCHOBHOI'O nuka Ha

XpOMaTorpaMMe  pacTBopa  CTaHAapTHOrO
obpasua KeTopojlaka TpoMeTaMuHa (pasjen
«KoM4ecTBEHHOE ONpeaeICHUe»).

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooTBercTBYeT TpeboBaHuam HJT

Conclusion : APPROVED /
3akmoyenne: OJJOGPEHO

Prepared by /

ITonrorosneno: Anchal

W Rana

- ;

Checked by /

Checked by (AQA) /

[TposepeHo:Prave [posepeno (AOK):

Ajay Kumar Srivastava

£\

/

Approved by: Quality Assurance/Authorized person /
Opobpeno: Obecneuenne kayectsa/OTBETCTBEHHOE
JIHLIO:

[

\C A WA
W /.7 v \.,a& o

Date /
Jlata: 21.04.2026

Date /

Date /

Date / \ %/f),b Vo

Jara: 21.04.2026 Hata: 21.04.2026

Jarta:




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keroposa® Jkcnpece (keTopoiak) TabJIeTKH, AHCIEPrHPYEMbIE B I10J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne § V260Uiad O6bem cepuu © 36,00,000 Tab

AnaiyliealReport Nod . 040003368502 Date of Analysis/ . »; 4 5096

AHBanuTHyecKuii oTder Ne Jlara aHannza

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

Jara npou3BoacTsa T'ogen po

Mfg. License No. / L T —"

IIponsBoacTBeHHASK : MNB/05/263 : ¢ JIII-Ne(004669)-(PT"-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Anasm3 nposenen no HJI: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreepxxaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

No

No Test / [loka3aTennb Results / Pe3yabraThl Specification / Hopma

Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-butylhydroxyanisole and
bBymunzudpoxcuanuson 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 YACPKUBAHUS NUKOB 2-
OyTUITHAPOKCHAHHU30J1a U 3-
OYTUIrMIPOKCUAHU30JIa HA XpoMarorpamme
UCTIBITYCMOTO pacTBopa JIOJKHBI
COOTBETCTBOBATh  BpEMEHAM  YIEPXKMBaHUS
MUKOB 2-0yTWIrMApOKCHaHu3ona W 3-
OyTUNTHMIPOKCHAHU30JIa Ha  XpoOMaTorpaMme
pacTtBopa CTAaHOAPTHOTO obpasua
oyrunrunpokcuanuszona (pazaen «CopepxkaHue
OYTUArMAPOKCUAHK30JIAY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: I1poaykT cooTBETCTBYET TpeboBanusM HJJ 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moxroroeneno: Anchal [TposepeHo:Pravesl [IposepeHo (AOK): Onobpeno: ObecneueHne kauecTsa/OTBETCTBEHHOE

W‘ Rana A_]ay Kumar SriVaStaVa JIUIIO:
v \QM W \ w

= -
B!

—o

Date / Date / Date / Date / %" /quq/@’l,b
Jlara: 21.04.2026 Jata: 21.04.2026 Hara: 21.04.2026 Jara: =




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Ikenpece (keroposak) Ta6jeTKu, AUCHEPrUpYyeMble B II0JIOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccust

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

Cepus Ne | V2600765 O6bemM cepun " 36,00,000 Tad

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

AHajauTH4YecKHi oTyer No Jlara anauu3za

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

JaTa npoussojacTBa T'ogen go -

Mfg. License No. / .

TIpou3BoacTBeHHAs : MNB/05/263 M S npretliers - JITI-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 0f 11/ Crp. 4 u3 11

‘1;.:) Test / IlokasaTens Results / PesyabTaTbl Specification / Hopma
3 Average weight / Cpennss 69.0 mg / 69,0 mr 672mg to 72.8mg (70.0mg = 4.0%). /
mMacca Ot 67,2 mr o 72,8 mr (70,0 Mr = 4,0 %).
18/20 tablets - not more than =+ 10 %;
Unif itv of weight / 2/20 tablets - not more than =+ 20%. /
Om Ol Wels Complies / CooTBeTCTBYET 18/20 Tabierox — He Gomee + 10 %;
AHOPOAHGETS MEGERL 2/20 Tabnerok — He 6onee + 20 %.
4 Disintegration time /
PacnapaemocTsb
00 min 36 sec / 00 muH 36 cek Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopenne Unit-1/ Ta6a-1 102 % Not less than 75 % (Q) of C1sH3NO3*CsH |1 NO;
. (ketorolac tromethamine) in 15 min. / He meHee
0,
Unit-2 / Tabn-2 92% 75 % (Q) CisHi3NO3*CsHi1NO; (xeToponaka
Unit-3 / Ta61-3 08 % TpOMETaMHH) uepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 98 %

Remarks : The Product confirms to ND/

Mpumeuanne: Ipoaykt cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmovenue: OJIOBPEHO

Prepared by /

TToarorosneHo: Anchal

Checked by /

I[TposepeHo:Praves

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

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

: Rana Ajay Kumar Srivastava |{nuto:
¢ 1) \CoN
ML Ty [t L)
Date / Date / Date / Date / 1 /-),'L;;;O'LQ,
Hata: 21.04.2026 Hara: 21.04.2026 Hara: =

Jlara: 21.04.2026




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpece (keTopoJak) TabJeTkun, AncneprupyemMble B noJa0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne = Vapulie) O6beM cepuH " 36,00,000 Tab
Analytical Rep0}'t No/ - 040003368502 Date of Analysis / . 91.04.2026
AHanuTHYecKHit oTyeT Ne Hara anaiuza

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

JaTta npou3BoacTBa I'ogen no

Mfg. License No. / NI fioiher: f

IIpousBoacTBeHHas : MNB/05/263 Howey BY : JIII-Ne(004669)-(PT'-RU)

JvueH3us Ne

Analysis performed according ND: / Ananuz nposenen mo HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yrBep:kaena: 21.04.2025

Page Sof 11/ Crp. Su3 11

1}3 Test / [TokazaTenn Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 um
JucnepcHocTh sieve is formed. / OOpasyercs omHOpogHas
CYCNIEH3Us, TpoXoHsilias CKBO3b CHTO C
pasMepoM OTBepCcTUH 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcHaHanor

Below LOD (LOD = 0.0010 %) /
Huxe npeaena oOHapyxeHus

(IT0O=0,0010 %)

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

KeTopoJsaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / e 6onee 0,8 %;
1-KkeToaHaNor KETOpoaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
€ANHUYHAsA
HeuIeHTHDUIIHPOBAHHAS
NpUMECh
total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %.
cymMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMTpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBaHuaM HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
ITonrorosneHo: Anchal IMposepeHo:Praves [Mposepeno (AOK): Onobpeto: Obecrieyenne kayecTsa/OTBETCTBEHHOE

Rana Ajay Kumar Srivastava ||nuio:
LA\ Doy [seovin
’ /) , M
Date / Date / Date / Date / | ‘ o %’1%;)’),5
Hata: 21.04.2026 Hata: 21.04.2026 Jata: 21.04.2026 B

Jlarta:




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keroposn® Yxenpece (keTopoiak) TabieTkn, JUCIeprupyemMble B N0J0CTH pTa, 10 Mr

Market / PeiHOK :Russia / Poccus

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

Cepusn Ne | Re0uTe O0bemM cepuu ©36,00,000 Tab

Analytical Repourt No/ . 040003368502 Date of Analysis / . 91042026

AvaauTuyecknii oruer Ne JlaTa ananu3za

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

JlaTa npou3BOaCTBA T'ogen mo -

Mfg. License No. / ]

TipGAsE G e . MNB/05/263 B e J . JITI-Na(004669)-(PT-RU)
Homep PY

Junenzus No

Analysis performed according ND: / Ananus nposeaen no HJI: JII-Ne(004669)~(PT-RU)-190224
PIL version approved: / UHcTpykuus yreepxkaena: 21.04.2025

Page 6 of 11/ Ctp. 6 w3 11

1;00 Test / [loka3zaTenn Results / PesyabTaThl Specification / Hopma

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

9 Residual solvents / OcTtaTouyHble OpraHHyecKHe PACTBOPHTEIH
Isopropyl alcohol / 9 pg/tab/ Not more than 350 pg/tab. /
Hsomponaxon 9 Mkr B TabneTke He 6onee 350 Mxr B Tabnerke.

Remarks : The Product confirms to ND/

Mpumeuanue: IIpoayxt coorBeTcTBYET Tpebosanuam H/I

Conclusion : APPROVED /
3aknwdenune: OJIOGPEHO

Prepared by /
IMoarorosieHo: Anchal

Checked by /
ITposepeHo:Praves}

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kauectea/OTBETCTBEHHOE

Rana Ajay Kumar Srivastava |[nuuo:
4 (=]
_ : v ,r.\& -
Date / Date / Date / Date / \ ‘U*/,ﬂ pZ
Hata: 21.04.2026 Hara: 21.04.2026 L

Hata: 21.04.2026

Hara:




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keTopoaak) TabaeTKH, ANCHEPTHpYeMbIe B 010¢TH pTa, 10 Mr

Market / Prinok :Russia / Poccwust

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

Cepus Ne Rk i OoBem cepnu " 36,00,000 Tab

Analytical Repourt No/ . 040003368502 Date of Analysis / . 91042026

AnanuTHYecKHH oTyeT Ne Jlata anann3za

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

JaTa npou3BoAcTBA I'ogen oo

Mfg. License No. / .

TIpon3BoacTReHHAS : MNB/05/263 IR . JITI-Ne(004669)-(PT-RU)
Homep PY

Juuenzus No

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

Page 7 of 11/ Crp. 7 u3 11

i? Test / IlokazaTtesn Results / PesyabTaTsl Specification / Hopma
10 Microbiological purity*/ MukpoGuosioruieckasi yucrora* B
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / o6imee yucio ne Oonee 103 KOE/r;
a3p0o0OHBIX 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 I
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHopoaHOCTD 29 [Toxazarens npuemnemoctu (AV) nomxeH OBITH
J03HPOBAHHBIX eIMHULL ' He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykt cootBercTByeT TpeboBaHuam HJI 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[NoarotosneHo: Anchal [TposepeHo:Praves [Iposepeno (AOK): Onobpeno: Obecneuenne kayectsa/OTBETCTBEHHOE

" Rana Ajay Kumar Srivastava % v

\ v L\ a'a\
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Date / Date / Date / Date / Lo ,ﬁ”i;)/ovb

Jlara: 21.04.2026 Hara: 21.04.2026 Hara: 21.04.2026 Hara: _




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keToponak) Tab/ieTKH, JUCHEPrUpyeMble 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 xo

Mifg. License No. / .

TpoussocTenmas : MNB/05/263 bk o : JII-Ne(004669)-(PT-RU)
Homep PY

aunensus Ne

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

Page 8 of 11/ Crp.8 m3 11

No

No Test / IlokasaTennb Results / Pe3yabTaThsl Specification / Hopma
12 Assay / KosinuecTBeHHOe 10.1 mg/ 10,1 Mr From 9.0 mg to 11.0 mg of
omnpeneneHue (100.7 %) CisH1sNO;3;+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|1NO3 (keToposiaka
TpomeraMuH) (ot 90,0 mo 110,0 % or
3asBJIEHHOTO KOMYECTBA) B TAbNETKE,
13 Butylhydroxyanisole 0.0957 mg/tab / Not less than 0.042 mg/tab. /
content / Copgepsxxanue 0,0957 mr B TabneTke He menee 0,042 mr B Tabnetke.
Oy THIITMAPOKCHAHU30/1a

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanue: IIpoaykt cootBeTcTBYET TpeboaHuAM HJL 3aknwuyenne: OJOBPEHO

Prepared by / ||Checked by /
[Moxrorosneno: Anchal HposepeHo:Prav?

Rana
(538

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tpoeepeno (AOK): OnobpeHo: Obecneuenue kadecrsa/OTBETCTBEHHOE
Ajay Kumar Srivastava ([nuuo:

"P"\),, WQMM /70 MD

Date / Date /
Jara: 21.04.2026 Hara: 21.04.2026

Date / Date / W22 ’Uﬁ,é
JlaTa: 21.04.2026 Jara: - -




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keroposn® Ixenpece (keTopoaax) Taf/ieTku, AMCHEPrupyeMble B HoJ0cTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne §¥ 2500760 O6bem cepun "~ 36,00,000 Tab

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

AHaIUTHYECKHI oTueT Ne Jara ananausa

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

JaTta nponsBoacTea I'ogen no

Mfg. License No. / MA number: /

IIpousBojcTBeHHAR : MNB/05/263 i : JIII-Ne(004669)-(PI'-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Auajinz nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Huctpykuus yreepxaena: 21.04.2025
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No

No Test / Hoka3zaTens Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue ynakoBKH (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. / ITo 10 TaGnetok B 6aucrepe u3
information leaflet in a carton | ([TA/AJI/II3 ¢ Baaromormorturtenem/ITIBIT)

Vs pack. / Tlo 10 Tabnerox B | donern // (II3/AJ) dombru. Mo 1 wmnn 2
onucrepe u3 ([TA/AJI/IID ¢ | Onucrepa BMECTE C JHUCTKOM-BKJaJbIlIeM B
BiaronoriotuteneM/[129BIT) NaykKy KapTOHHYIO.

domnwru // (I13/AJT) donsru. Ilo
2 OnaucTepa BMECTE C JIUCTKOM-
BKJTaABIIICM B nayxy
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.

* TIpu BblIycKe JIEKAPCTBEHHOTO [IpenapaTa KOHTPO/Ib Ka4yecTBa 110 nokasarenio «Mukpobnoaornyeckas
YHCTOTA» MPOBOAMTCS I Kaxaoii 20-0fi cepru, MJIM AJ1s1 OAHOM CepHH B roll, B 3aBHCHMOCTH OT TOI'0, YTO
HACTYNMT paHblile.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipoaykt cooTBeTCTBYeT TpebopaHusaM HJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MToarorosneno: Anchal Ipoeepeno:Pravesh [Tposepeno (AOK): Onobpeno: Obecneuerne kauecTBa/OTBETCTBEHHOE
W Rana { Ajay Kumar Srivastava |[nuio:
e A 2 1o \CoWd
! »/\/' (%\ @b 2
Date / Date / Date / Date / \ ) 4’)/ Iy
Jara: 21.04.2026 Hara: 21.04.2026 Jara: 21.04.2026 Hara: e N




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keTopoaak) TabaeTkH, AHCIEPrUpyeMbI€e B MOJIOCTH pTa, 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
AHanuTHYecKHi oTyeT Ne JlaTa anaiu3a

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

JlaTa npousBoAcTBa T'ogen g0

Mfg. License No. / MA number: /

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

Homep PY

Junen3ust Ne

Analysis performed according ND: / Ananns nposeaen mo HJI: JITI-Ne(004669)-(PI"-RU)-190224

PIL version approved: / MucTtpykuust yreepxkaena: 21.04.2025

Page 10 of 11/ Ctp. 10 u3 11

API name / HaumenoBanue ADPC:

Ketorolac tromethamine / Keroponaka TpoMeramut

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouszpoautesss ADPC:

ABSH006295, ABSH006294

FP Manufacturer API Batch number /
Homep cepnn cyGcTaHUHHA NPOU3BOUTEISI
IJid:

FESA00536, FESA00537

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

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

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

HanmenoBanue, aapec, JHIEH3HA A5
IIpousBoacTBenHas naomaaka / Ilnomaaka
KOHTpoJIst KauecTBa / Ilnomagka BeIycKa

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 Pepnu’c Jlabopatopuc JIta., Uuaus, IlpousBoacTeeHHOE
nonpasaeneHue-6, Bumn. Kxons, Hanarapx Poyn, bagmu, Juctpukr
Conan, X.II., 173205, Manus (nuuen3zus 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 /
ITpumeuanne: [IpoayKT cooTBeTCTBYET TpeOOBaHUsM H/I 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosjero: Anchal [IpoBepeHo:Praves ITposepeno (AOK): OnobpeHo: ObecneueHue kadectBa/OTBETCTBEHHOE
% Rana Ajay Kumar Srivastava ||nuuo: '
Z "Rj/\lr (,%;J_M lead wa
- @i ek
Date / Date / Date / Date / L ] %’I/I 4 q}:
Jara: 21.04.2026 Hata: 21.04.2026 Jata: 21.04.2026 JlaTa: o r)/o




Dr.Reddy’s ‘f:‘

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

CEPTHO®HNKAT AHAJIM3A Wiivs,creeddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® xcnpece (keToposak) Ta6JieTKu, AMcneprupyemMbie B NOJOCTH 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 aHasn3a

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

Jata npouzBoacTea I'ogen o

Mfg. License No. / NEA siiitaTer: 7

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

JuueHsust Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuns yreepskaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11

3akiroyenue 0 coOTBeTCTBHH: «HacTosmum s IOATBEPKIAIO, UTO NPUBEJACHHAS BBILIE UHPOPMAIUSA ABIAETCS
JOCTOBEPHOH M TOYHOH. DTa cepus NMPOAYKIMM IPOU3BEJCHA (BKJIIOYAs YNAKOBKY (MapKHpPOBKY) U KOHTPOIb
KQuecTBa) - Ha BBILICYKAa3aHHOW MPOU3BOACTBEHHOM IUTOIMaAKe (IUIOMIa/IKaX) B HOJHOM COOTBETCTBHH C
TpeOoBanusmu [lpaBun Hamnexamel Mpou3BOACTBEHHON MpakTHKH EBpaswiickoro 3KOHOMMYECKOTO COIO3a U
TpeOOBaHUAMH KOHTPOISI KAadecTBa JIEKAPCTBEHHBIX CPENCTB, a TaKXe B COOTBETCTBHM CO CHEIM(PUKAIHIMH,
COJIEpKaIIUMHUCS B PETUCTPALIMOHHOM JIOChE CTPaHbI-UMIIOpTEPA. 3alUCH IO MPOU3BOJICTBY, YITAKOBKE U AHAIU3Y
IPOBEPEHBI, U YCTAHOBIEHO MX COOTBETCTBHE TpeOoBaHHAM lIpaBun Haanekalleld IPOU3BOACTBEHHON MPAKTHKY
EBpasuiickoro 3KOHOMHYECKOIO COFO3a».

Remarks : The Product confirms to ND/
IMpumeuanne: [Mpoaykr coorsercrsyer Tpedosannam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
ITonroTtosneno: Anchal

Checked by /

ITpoeepeno:Pravesh

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

,Ila?a 21.04.2026

Rana Ajay Kumar Srivastava |piuio:
Date / Date / Date / Date / K\ ‘V/ 1,4
Jlara: 21.04.2026

L[aTa 21.04.2026 Jlara:

Tel: +91 40 4 ,(D 290 f

CN:

ara Hills, Hyderabad - 500034, Telangana, india
1491 40 4900 7999 Ema'l. mail@dr r@dﬂ/ com
LS5195AP1984PLCO04S07
www drreddys.com




