Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Ixenpece (keroposak) TabaeTkn, AHCHeprupyemble B 10J0CTH pTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepusi Ne | O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ . 040003367632 Date of Analysis/ . 91.04.2026
AHaauTHyecknii orueT No Jara ananu3a
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JaTa npou3BOACTBA T'oxen 1o
Mfg. License No. / .
TIpoH3BoACTBEHHAS - MNB/05/263 MR mambers . JITI-Ne(004669)-(PT-RU)

Howmep PY

Juienzus Ne
Analysis performed according ND: / Anann3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UHcTpyxuus yreep:xkaena: 21.04.2025

Page10f 11/ Crp. 1 m3 11

i.:) Test / [loka3aTenn Results / PesyabTaThi Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyrasle nuaockue
side. / Kpyrnsle minockue Tabnetkn ¢ ¢ackoi, CBETIIO-KEJITOrO 1BETA C
TabneTku ¢ dackoii, cBeTIo- TPaBHPOBKOH «I» Ha OJIHOHN CTOpOHE.
XKEJITOTO LIBETA C TPABUPOBKOH
«|» Ha oAHO cTOpOHE.

2 Identification / UnenTndukauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / V-
CTEKTPBI MIOTJIOIIEHUs UCTIBITYEMOTO PacTBOpa U
pacTBopa craHOapTHOro ofpaslia KeTopoJjaka
TpOMETaMUHA JIOJDKHBI MMETh MaKCHMYMBbl NPU
OJIHOH ¥ TOM e JUIMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/

Mpumeuanue: [poaykr coorercTRyeT Tpebopanusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Kumar ‘@

Checked by /

Rana

[ToarotosneHo; Ashish ﬂpoaepeuo:l’ravzh
7

Checked by (AQA) /
ITposepeno (AOK):
Ajay Kumar Srivastava

RN v 3

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

mo: it Slhotinna QW

Date /
Jara: 21.04.2026

Date /
Jara: 21.04.2026

Date /
Jara: 21.04.2026

Date / 2"0”"9/C0'€
Jlata:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IlpoaykT: Ketopon® Jkenpece (keToponak) TabiieTKu, JucHeprupyemMble B MoJ10¢Tu pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne EV2600708 Oo0neM cepuu " 36,00,000 Tab

Analytical Repo:’t No/ - 040003367632 Date of Analysis / . 21042026

Anajurnyeckuii oryer Ne JlaTa ananuza

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

JlaTa mpou3BoAcTBa I'onen o

Mfg. License No. / MA number: /

IIpou3spoacTBeHHAs : MNB/05/263 ) : JII-Ne(004669)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuus yreepxkaena: 21.04.2025

Page 2 of 11/ Crp. 2 n3 11

No

Test / [Toka3areib
Ne

Results / PesyabTaTsl

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).
/ Bpemsl ynep)KUBaHHs OCHOBHOrO IMUKa Ha

XpOMarorpamMMe  HCIBLITYEMOrO  pacTBopa
IOJIKHO COOTBETCTBOBATH BpEeMEHH
YIAepPKUBaHUS OCHOBHOTO nuKa Ha
XpoMaTorpamMMe  pacTBopa  CTaHAapPTHOIO

obpasua KeToposnaka TpoMeTaMuHa (pa3fedn
«Konu4ecTBEHHOE ONMpPEeIeHNED).

Remarks : The Product confirms to ND/

INpumeuanue: [poaykT cootBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Checked by /

[MogrotosneHo: Ashish

ITposepeHo:Pravesh

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

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

Kumar Rana Ajay Kumar Srivastava ||nuuo: A e t Slonesn 6@4)
|
- A
Date / Date / Date / Date / 2) 0202
Jara: 21.04.2026 Hara: 21.04.2026 JHara: 21.04.2026 Jara:




Dr.Reddy’s Q‘."'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TabJeTkH, JucHeprupyemMble B MoJ0cTu pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepus Ne - V2600768 O06bem cepnu ©36,00,000 Tab

Analytical Repovrt No/ - 040003367632 Date of Analysis / . 21.04.2026

AnajguTHyeckuii oTuer Ne JlaTa ananuza

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

JlaTa npou3BOACTBA I'ogen g0

Mfg. License No. / .

'3 (S —— . MNB/05/263 NIA mmuthery ¢ .+ JITI-Ne(004669)-(PT-RU)
Homep PY

JraueH3ust Ne

Analysis performed according ND: / Anann3s nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yrepaaena: 21.04.2025

Page3 of 11/ Crp.3 311

Results / PesynbraThl

Specification / Hopma

g Test / Iloka3zaTens
Ne
Butylhydroxyanisole /
Bymunzuopoxcuanuzon

Complies / CooTBETCTBYET

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 YAEPKUBAHKUSA [IHKOB 2-
OyTHITHAPOKCHAHNU30J1a U 3-
OyTHITUAPOKCUAHM30A HA  XpOMATOTpaMme
HCIBITYEMOTO pacTBOpa JOJDKHBI
COOTBETCTBOBATh  BPEMEHAM  YIEP)KUBaHUS
NMKOB  2-OyTWITMApPOKCHAaHW30Ma U 3-
OyTUNTUIPOKCHAHM30JIA Ha  XpOMaTorpaMMe
pacTBOpa CTaHIAapTHOTO obpasua
Oytunruapokcuannszona (paspen «CoaepkaHue
Oy THITHAPOKCHAHU30JIa).

Remarks : The Product confirms to ND/
Ipumeuanue: IIpogykT cooTBeTCTBYET TpeboBaHUAM H/I

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Tonrotoeneso: Ashish [TpoeepeHo:Pravesh [TposepeHo (AOK): OnobpeHo: Obecneuenue kauecTBa/OTBETCTBEHHOE
Kumar Rana Ajay Kumar Srivastava ||nuwo: J\ oM/L‘/f [ " (ﬁ/‘
(ﬁgn _
o Py
Date / Date / Date / Date / 21r0Y202¢
Hata: 21.04.2026 Harta: 21.04.2026 Hara: 21.04.2026 Hara:




Dr.Reddy’s “:‘O

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxenpece (keToposiak) Ta6aeTKH, AUCNEPrAPYeMbI€ B IOIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne Y EEa0RE O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ . 040003367632 Date of Analysis / . 21.04.2026
AHaJTUTHYEeCKHH oTYeT Ne JlaTa ananuza
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028
Jara npousBoacrsa I'open no
Mfg. License No. / NIA sl ers #
IIpousBoncTBEeHHAN : MNB/05/263 ) . JII-Ne(004669)-(PT'-RU)

Homep PY

nuuensus Ne
Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 4 of 11/ Ctp. 4 u3 11

1;.? Test / [Toxa3aTens Results / PesysabTaTsl Specification / Hopma
3 Average weight / Cpeanss 69.5 mg/ 69,5 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
Maceca Ot 67,2 Mr o 72,8 mr (70,0 Mr £ 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformity of weight / 2/20 tablets - not more than £+ 20%. /
Om OrIty of welg Complies / CoorBeTcTBYeT 18/20 Tabmetrox — He Gomee £ 10 %;
L S 2/20 tabnerok — He Goee + 20 %.
4 Disintegration time /
Pacnagaemocthb
00 min 36 sec / 00 muH 36 cek Not more than 3 min. / He Gosiee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6bn-1 96 % Not less than 75 % (Q) of C15H;3NO3*C4H; ) NOs
i (ketorolac tromethamine) in 15 min. / He meHee
0,
i 2 ¢ Tt 2 9% | 759 (Q) CisHisNO3*CHiNO; (xetoponaxa
Unit-3 / Taon-3 101 % TPOMETaMUH) uepe3 15 MUH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 105 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/

[Mpumeuanne: [IponykT cooTseTCcTBYET TpeOOoBaHMAM HJT

Conclusion : APPROVED /
3akntouenue: OJIOBPEHO

Prepared by /
[Tonrorosneno: Ashish

Kumar &/

Checked by /

Rana

ITposepeno:Pravesh

Checked by (AQA) /
ITposepeno (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneuenne kayectBa/OTBETCTBEHHOE

et i Sain )

Date /
Hara: 21.04.2026

Date /
Jarta: 21.04.2026

Y

Jata: 21.04.2026

Date / 90y 2024

Jlara:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecce (keTopoJak) TabaeTkn, JucneprupyemMble B HoJI0cTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne = V2600768 O6beM cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003367632 Date of Analysis / . 21.04.2026

AHajuTHYeCcKHH oTUeT Ne Jara anannza

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

Jlara npou3BoJcTBa I'ogen xo

Mfg. License No. / MA number: /

ITpousBoacTBeHHast : MNB/05/263 ’ : JII-Ne(004669)-(PT-RU)
Homep PY

auuensus Ne

Analysis performed according ND: / Ananu3 nposenen nmo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Hucrpykuns yreep:knena: 21.04.2025

Page 50of 11/ Crp. S u3 11

‘1}? Test / [Toka3zaTenb Results / Pe3yasTaTthl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocThb sieve is formed. / O6pasyercss omHOpoAHas
CyCcrneH3us, MpOXOxsilias CKBO3b CHTO C
pasmepoM oTBepCcTUH 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcuananor

Below LOQ (LOQ = 0.0032 %) /
Huxe nipezesa KOJUIECTBEHHOTO
onpenenenus (ITKO = 0,0032 %)

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

KeTOpoJiaKa
1-keto analog of ketorolac / 0.04 % not more than 0.8 %, / He 6onee 0,8 %;
1-KeToaHAIOr KeTOpoJjaka
unidentified impurity / 0.01 % not more than 0.5 %; / He Gonee 0,5 %;
e/IMH1Y Has
HeWAeHTU(PUIUPOBaHHAS
npuUMech
total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.
CcyMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanune: TIpogykT cooTBeTCTBYET TpeboBanusam HJT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: Ashish [TporepeHo:Pravesh Iposepeno (AOK): Opobpeno: ObecneueHue kauectsa/OTBETCTBEHHOE
Kumar w/ Rana Ajay Kunj;\irivastava NULIO: /A/Wu\,% Clasivs Cﬂ/
Date / Date / Date / Date / 9 1-0Y - 20%(
Hara: 21.04.2026 Hara: 21.04.2026 Hara: 21.04.2026 JHara:




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keTopoaak) TabieTkH, AMCIeprHPYeMble B I0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepusn Ne 2 V2600748 O06bem cepnu " 36,00,000 Tab

Analytical Repourt No / - 040003367632 Date of Analysis / - 21.04.2026

AHajgutTuyeckuii oryer No Jlara anaau3za

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

JaTta npou3BoacTBa I'open xo '

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 : 1 JII-Ne(004669)-(PT-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND: / Ananu3 nposenes mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

‘1}? Test / IlokasaTesb Results / PesyabTaTbl Specification / Hopma

8 Water content / 2.4 % Not more than 7.0 %. /
CopnepxaHue BoOabI He Gonee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHuYecKHe pacTBOPHTENH
Isopropyl alcohol / Sug/tab / Not more than 350 pg/tab. /
H3omnponanon 5 MKr B TabneTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeOoBaHUAM HJI

Conclusion : APPROVED /
3aknwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarororneHo: Ashish [TposepeHo:Pravesh I[Tposepeno (AOK): Onobpeno: Obecneuenne kagectsa/OTBETCTBEHHOE
Kumar Rana ‘ Ajay Kumar Srivastava |lmio: —_Awint Slowin-a (ﬁ)
o
|Date / |Date / Date / Date / er,oquo%’
Jara: 21.04.2026 Hara: 21.04.2026 Hara: 21.04.2026 Hara:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Ikenpece (keTopoJiak) Tab/eTKH, ANCHeprUpyemMble B 110J10CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepusn Ne | ¥2000768 O06beM cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003367632 Date of Analysis / - 21.04.2026

AnajmTudyeckHii oryer Ne JlaTa anajm3za

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

JlaTa npousBoacTBa T'ogen no

Mfg. License No. / .

IpouspoacTBeHHAs : MNB/05/263 SRR, WO : JITI-Ne(004669)-(PT"-RU)
Homep PY

Jaunenzns Ne

Analysis performed according ND: / Ananus nposeaed mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuns yreep:aena: 21.04.2025

Page 7 0f 11/ Crp. T3 11

1;.:) Test / IlokasaTesb Results / PesyibTaThl Specification / Hopma

10 Microbiological purity*/ MukpoGuonornyeckas uucrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / o011ee YuciIo He Gonee 10° KOE/T;
a3pOoOHBIX MUKPO-
OpraHu3MoB

| Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / obuiee yucao He 6osee 10? KOE/r;
JIPOXOKEBBIX U TNIECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /

OTCYTCTBHE B 1 T.

1 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OagHopoaHOCTD 6.6 ITokazarens npuemiemocTu (AV) nomxeH ObITh
J03UPOBAHHBIX eIHHHL ’ He Gonee 15,0.

IRemarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: ITponykT cooTBETCTBYET TpeboBaHusaM HJJ 3akarouenune: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosaeHo: Ashish INpoeepeno:Pravesh [Tposepeno (AOK): OnoGpeno: Obecneyenne kavectBa/OTBETCTBEHHOE
Kumar Rana Ajay Kumar Srivastava ||nuuo: AM’:{ e, (ﬁ
Z %)/
Date / Date / Date / Date / 2/ -o4- 22
Hata: 21.04.2026 Hara: 21.04.2026 Hata: 21.04.2026 Jlara:




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropoa® Jkenpece (keTopoJak) TabjeTKH, AHCIEPrupyeMble B M010CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccust

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

Cepus Ne ROz O0beM cepHH © 36,00,000 Tab

Analytical Repovrt No/ - 040003367632 Date of Analysis / . 21.04.2026

AHaJIuTHYECKHH oTyeT No JlaTta ananusa

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

Jara npouzBoacTsa Togen go

Mfg. License No. / MA number: /

ITpousBoacTBeHHAsS : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Howmep PY

auneH3us Ne

Analysis performed according ND: / Ananu3s nposenen no HJL: JIII-Ne2(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuus yrBepaaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

NNoo Test / [loka3zaTennb Results / PesyabTaThl Specification / Hopma
12 Assay / KonnuecTBeHHOe 9.9 mg/9,9 mr From 9.0 mg to 11.0 mg of
onpeaejieHHe (98.7 %) CisHisNO3+C4H1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr JI0 11,0 Mr
C15H13N03’C4H1]N03 (KCTOpOJIaI(a
TpomeramuH) (ot 90,0 mo 1100 % ot
3as1BJIEHHOTO KOJIMU€ECTBA) B TabJeTKe.
13 Butylhydroxyanisole 0.0930 mg/tab / Not less than 0.042 mg/tab. /
content / CogepxaHue 0,0930 mr B TabneTke He menee 0,042 mr B Tabnetke.
Oy THITUAPOKCHAHU30/12

Remarks : The Product confirms to ND/
IIpumeuyanue: IIpoaykT cooTBeTcTBYET TpeboBaHnam HJL

Conclusion : APPROVED /
3akmovuenne: OJJOBPEHO

Jara: 21.04.2026

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Ashish [Tposepeno:Pravesh [TposepeHo (AOK): Onobpeno: Obecneuerue kauectBa/OTBETCTBEHHOE
Kumar Rana Ajay Kumar Srivastava |[{nuiio: A MA,(:@ £ houe wq ;

Date / Date / Date / Date / 010l

JlaTa: 21.04.2026 Hata: 21.04.2026 Jlara:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Jxenpece (keropoJiak) TabieTKu, JUCIEepPrupyemble B M0J0CTH pTa, 10 mr

Market / PbiHOK :Russia / Poccus
Batch No / i Batch Quantity / . 36,00,000 tab /
Cepus Ne + V2600768 O0beM cepun "~ 36,00,000 Tab
Analytical Repovrt No/ . 040003367632 Date of Analysis / . 21.04.2026
AHaJIMTHYECKH I OoT4YeT Ne JlaTa anaiu3za
Date of Manufacture / - 03/2026 Date of Expiry/ . 02/2028
 laTa mpouM3BOACTBA I'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHas : MNB/05/263 Howmep PY : JIII-Ne(004669)-(PI'-RU)

auuensus Ne

Analysis performed according ND: / Ananus nposeaen no HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Unctpykuns yreep:xkaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

No

Test / IMoka3aTennb
Ne

Results / PesyabtaTs!

Specification / Hopma

14 Package description /
OnucaHue yNnaKkoBKH

10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(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 rtabnetok B GaucTepe u3

information leaflet in a carton | (ITA/AJI/TID

¢ Brnaronorioturenaem/I[19BIT)

pack. / Ilo 10 Tabnerox B | ¢oubrn // (IID/AJI) doabru. Ilo 1 wmm 2
onuctepe u3 (IMTA/AJVIID c | Onucrepa BMecTe C JIMCTKOM-BKJIaibllleM B
piaronornorureneM/I19BIT) HayKy KapTOHHYIO.

tdonsru // (I13/AJT) donsru. Ilo
2 6auctepa BMECTE C JIMCTKOM-
BKJIAJIbILLIEM B nauky
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.
* [Ipu BbIMyCKe JiIeKAPCTBEHHOr0 Npenapara KOHTPOJIb Ka4yecTBa N0 nokasaresio «MuKpoGHonornyeckas
YHCTOTA» NPOBOAMTCH AN Kaxnoii 20-0if cepuu, WM AJ151 OAHOH cepUU B Tofl, B 3aBHCHMOCTH OT TOr0, 4T

HACTYMHT paHbLIe.

Remarks : The Product confirms to ND/

IMpumeuanwue: IIpogykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by / Checked by /

s

Kumar E Rana (

Ajay Kumar Srivastava ||anwo:

My

/—F”_‘

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MoprotoeseHo: Ashish [Mposepeno:Prayesh [TIpoeepeno (AOK): OnoBpeto: Oﬁecn.ettemje kauecTBa/OTBETCTBEHHOE

it Chatnq (ﬂw

Date / Date /
Jara: 21.04.2026 Hara: 21.04.2026

Date / Date /
Jata: 21.04.2026 Hara:

21-04 202




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jxcnpece (KeToposiak) TabJerks, AHCIeprupyemMble B M0J10CTH pTa, 10 mr
Market / PoiHok :Russia / Poccust

Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepusi Ne V200768 O6nem cepun " 36,00,000 Tab
Analytical Report No/ . 040003367632 Date of Analysis / . 21.04.2026
AHaJinTH4eckHii oryer Ne Jara anasnusa

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

Jdara npousBoacTBa Tonen no

Mfg. License No. / .

TipokssoacTRenHAR . MNB/05/263 S . JIMI-Ne(004669)-(PT-RU)

Homep PY

JguueH3us Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JITI-N2(004669)-(PI'-RU)-190224

PIL. version approved: / Mucrpykuus yreep:xaena: 21.04.2025

Page 10 of 11/ Ctp. 10 u3 11

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Ketoponaka TpomeraMux

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npousBoautenss APC:

ABSH006295, ABSH006295

FP Manufacturer API Batch number /
Homep cepnu cy6cTaHIMM NPOH3BOUTEJIS
TJId:

FESA00537, FETA00146

API Manufactured by & country /
IIpoussogurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J1-p Penau'c JlaGopatopuc Jlta., Unaus

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

HaumenoBanmne, aapec, NHICH3HA IS
Ipouszsoacreennas miomaaka / Ilnomanka
KOHTpoJIsl KauecTBa / [lomaaka BhIycKa

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 Pennu’c Jlaboparopuc Jlta., Unaus, [IpoussoacteeHHoe
noapasnencuue-6, Bunn. Kxons, Hanarapx Poyn, bamnu, uctpukr
Conan, X.I1,, 173205, Unaus (nuuen3us Homep 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 established».

Remarks : The Product confirms to ND/

[Mpumevanue: IIpoaykt cooTBeTcTBYET TpeboBaHUsM HJT

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by /
[Tonrorosnero: Ashish

Checked by /
[Tposepeno:Pravesh

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

Approved by: Quality Assurance/Authorized person /
Onodpero: Obecneyenue kauectBa/OTBETCTBEHHOE

Kumar Rana Ajay Kumar Srivastava ||nuuo: A At C hadisa e

s ‘ Py H
Date / Date / Date / Date / 2164 226
Jarta: 21.04.2026 JlaTta: 21.04.2026 Jata: 21.04.2026 Jlara:




Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keroposak) TabjieTkn, JucneprupyemMele B II0J0cTH pra, 10 mr
Market / PoiHoK :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne g IS O6bem cepun " 36,00,000 Tab
Amilytieal Repart o/ . 040003367632 Dateof Amilgsist 5 o7 pa omap
AHanuTnyeckuii oTyeT Ne JaTta ananu3a
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028
Jara npou3BoacTBa T'open g0
Mfg. License No. / MA number: /
IIpon3BoacTBeHHas : MNB/05/263 ’ . JIII-Ne(004669)-(PI'-RU)
Homep PY
Junen3us Ne
Analysis performed according ND: / Anann3s nposenen no HJ/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpyknus yreepaaena: 21.04.2025

Page 11 of 11/ Ctp. 11 3 11
3aKjI04eHue 0 cooTBeTcTBUM: «HacToAmuM s MOATBEPXK A0, YTO MPUBEACHHAS BEIIIC UHQOPMAIIHS SBISETCS
JOCTOBEPHOH M TOYHOM. DTa cepusi MPOAYKIMH IpoU3Be[eHa (BKIIOYas YMaKOBKY (MapKHPOBKY) M KOHTPOJIb
Ka4yecTBa) HaA BBIIICYKA3aHHOW IIPOW3BOJCTBEHHOM IUTOmMAike (IUIOINA/IKaXx) B IIOJIHOM COOTBETCTBHH C
TpeboBanusmMu [IpaBuin Hajiexamedl MPOU3BOACTBEHHOH MpPakTUKH EBpasuiicKoro 3KOHOMHYECKOTO COIO3a W
TpeOOBaHUSIMH KOHTPOJIS KauyecTBa JIEKAPCTBEHHBIX CPEICTB, a TAKXKe B COOTBETCTBUH €O CHENHU(UKALUIMH,
COJZIEPIKANUMHUCS B PETUCTPALUOHHOM JIOChE CTPaHBI-UMIIOPTEpa. 3allMCH [0 NMPOU3BOACTBY, YIAKOBKE W aHATHU3Y
IIPOBEPEHBI, U YCTAHOBJIECHO MX COOTBETCTBHME TpeGoBanuAM IlpaBun Hazaexaniel Ipou3BOJCTBEHHON NPaKTHKU
EBpa3uiickoro 3KOHOMUYECKOI'O COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Iponykt coorBeTcTBYET TpeboBaHusIM H/I 3aknoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[ToproroieHo: Ashish [Tposepeno:Pravesh [Tposepeno (AOK): Onobpeno: Obecnevenue kavecTsa/OTBETCTBEHHOE
Kumar % Rana Z’ Ajay Kumar Srivastava ||nu1io: _ﬂu\ A Clivia C/ZW)
/ ) M i ood
Date / Date / Date / Date / 9 /-04-2026
Jlara: 21.04.2026 Jara: 21.04.2026 Jlara: 21.04.2026 Jlata:




