Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets

10 mg

Ipoaykr: Keropoa® Dkcnpecc (keToponak) Tab/IeTKH, AUCHEprupyemMblie B HOJ0CTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepns Ne - V2600771 Oo6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003370514 Date of Analysis / - 29042026

AHaJIHTHYECKHI oTueT No Jara ananusza

Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028

JlaTa npou3BoAcTBa Togen no

Mfg. License No. / .

TIpon3BoCTBeHHAS : MNB/05/263 P pumbEL: [ : JITI-Ne(004669)-(PT-RU)
Howmep PY

JIHUEeH3us1 N2

Analysis performed according ND: / Auann3 nposegen mo H/I: JIII-Ne(004669)-(PT'-RU)-190224

PIL version approved: / Muctpykuns yreep:kaena: 21.04.2025

Page 1l of 11/ Crp. 1 m3 11

No

No Test / IlokasaTens Results / PesyabTaThi Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrble mnnockue
side. / Kpyrnele niockue TabneTkn ¢ ¢ackoii, CBETIIO-XKENTOro LBeTa ¢
TabneTky ¢ dackoit, cBeTNIo- rpaBUpOBKOH «|» Ha OHOI CTOpOHe.
JKEJTOTO 1BETa C IPAaBUPOBKOH
«|» na ogHOH cTOpOHE.

2 Identification / Uaentudnkanus

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®-
CNEKTPHI MOTJIOLIEHHS UCTILITYEMOTO PacTBopa U
pacTBopa CTaHHapTHOTO o0paslia KeTopolaka
TpOMeTaMUHA JIOJUKHBI UMETh MaKCHMYMbI MpH
OIHOM U TOI1 e MJIMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpogykT cooTBeTCTBYET TpebosaHusaM HJY 3akawyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToxrororneHo: Pravesh [TposepeHo: Ramakant [|[Tposepeno (AOK): Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Rana j \L’; Amit Kumar JIALIO: Hailt Lhoeinq
B A ¢
N
Date / Date / Date / Date / 020y 202l
JaTta: 22.04.2026 Hata: 22.04.2026 Jara: 22.04.2026 Hara:




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkenpece (keTopoaak) TabJeTKH, TUcIeprupyemMble B mOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne + V2600771 O6BeM cepuu "~ 36,00,000 Tab

sl U . 040003370514 Date of Analysis /. ,, 14 5096

AHannTHYecKHil oT4eT No JaTa anananza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTta npou3BoacTBa Toxen mo

Mfg. License No. / MA number: /

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

JuIeH3H Ne

Analysis performed according ND: / Ananuz nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpykuus yrBepskiena: 21.04.2025

Page 2 of 11/ Ctp.2 w3 11

No
No

Test / IlokazaTenn

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).
/ Bpems YHepkWBaHWA OCHOBHOTO THKa Ha

XpOMATOrpaMme  HCOLITYEMOrO  pacTBopa
LOJKHO COOTBETCTBOBATh BpeMEHH
yaep>KUBaHHs OCHOBHOTO NMKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHZApTHOrO

obpasla KeTopolaka TpoMeTaMuHa (pasnen
«KOJIM4eCTBECHHOE OTIpesiesIeHUe»).

Remarks : The Product confirms to ND/
IMpumeuanme: IIpogykT cooTBeTcTBYET TpedoBanusim HJJ

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravest IIpoBepeHo: Ramakant |[[IpoBepeno (AOK): Ono6peno: ObecniedeHue kayecTBa/OTBETCTBEHHOE
Rana d&:\\ Amit Kuymar JIU10: A;w.,ic{ [V Y j{@)

Pl o
Date / Date / Date / Date / 0.2 -0l . 202
Jara: 22.04.2026 Hata: 22.04.2026 Jlata: 22.04.2026 Hara:




Dr.Reddy’s ‘f’:'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcenpece (keToponak) Ta6aeTKH, AMCHEPrupyemMble B MOJ0CTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne H V2600711 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003370514 Date of Analysis / . 99 04.2026

AnaJuTHYeCKHI oTueT Ne JlaTa anaanza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jata npousBoacTBa T'ogen go

Mfg. License No. / MA number: /

ITpousBoacTBennasi : MNB/05/263 ) 1 JIII-Ne(004669)-(PI'-RU)
Homep PY

Junen3ns Ne

Analysis performed according ND: / Auanu3 nposeaen mo HJI: JIII-Ne(004669)-(PT"-RU)-190224
PIL version approved: / UHcTpykuus yrBep:kaena: 21.04.2025

Page 3 of 11/ Crp.3 m3 11

No

N Test / Iloka3aTesnnb Results / Pe3yabTaThl Specification / Hopma

Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-butylhydroxyanisole and
Bymunzudpokcuanuzon 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). /
BpemeHna YAepXXUBaHUA MUKOB 2-
OyTUITHAPOKCHAHM30IIa u 3-
OyTHNTMAPOKCHAHH30JIAa HA  XpOMAaTorpamme
HCTIBITYEMOTO pactBopa JIOJDKHBI
COOTBETCTBOBATb  BpPEMEHaM  yIepXKUBaHUS
OMKOB  2-OyTWITMIApOKCHaHW3oia U 3-
OyTHITUAPOKCHAHU30JIa HAa  XPOMAaTorpamme
pacTtBopa CTaHIapTHOTO obpasia
Oytunruapokcuanusosna {paszgen «Coxaep)xaHue
OYTUITMIIPOKCHAHU30IaY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIponykT cooTBeTCTBYET TpebobaHusm HJJ 3aknaodenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toprotosneno: Pravesh [Tpoepeno: Ramakant ||[TpoBepeno (AOK): Onobpeno: Obecneuenne KkauecTBa/OTBETCTBEHHOE

Rana Sg\l \lL-k\ Amit Kumar mio:  Aywid Shawna @
> | A

Date / Date / Date / Date / 0.2 ~0Y 20 2/
Hata: 22.04.2026 Harta: 22.04.2026 Jara: 22.04.2026 JlaTa:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroposiak) Tab1eTKH, AUCIIEPIHPYEMBbIE B 110J10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne BVRZG00T Oobbem cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003370514 Date of Analysis / . 99042026

AnanurudeckHii otuet Ne JlaTa anaau3za

Date of Manufacture / . 04/2026 Date of Expiry / - 03/2028

JlaTa mpoH3BOACTBA T'ogen no

Mfg. License No. / .

TpoussoncTaenman - MNB/05/263 it . JITI-No(004669)-(PT-RU)
Homep PY

JauueH3us Ne

Analysis performed according ND: / Auanu3s nposenen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page4 of 11/ Crp. 4 u3 11

i? Test / Iloka3zaTein Results / PesysbTaTsl Specification / Hopma
3 Average weight / Cpeansis 71.1mg/ 71,1 mr 672mg to 72.8mg (700mg + 4.0%). /
Macca 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%. /
Omﬂorml y ST:velagcc : Complies / CooTBeTCTBYET 18/20 Tabmetox — He Oonmee + 10 %;
IHOPOIHO maceb 2/20 tabnerok — He Oonee = 20 %.
4 Disintegration time /
PacnapaemMocthb
00 min 39 sec / 00 muu 39 cex Not more than 3 min. / He 6onee 3 muH.
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 101 % Not less than 75 % (Q) of CsH;3NO3-C4H;1NO;
: (ketorolac tromethamine) in 15 min. / He MeHee
_ _ 0,
Unit-2 / Tabn-2 94% | 759 (Q) CisHi3NO3CsHNO; (ketoponaka
Unit-3 / Ta6bn-3 94 9%, TpoMeTaMuH) uepe3 15 MUH.
Unit-4 / Tabn-4 97 %
Unit-5 / Taba-5 97 %
Unit-6 / Tabn-6 97 %

Remarks : The Product confirms to ND/

IMpumeuanmue: IIpoxykt cooTBeTCTBYET TpeboauusM H/J

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: Pravesh _}? [TposepeHo: Ramakant ||[Tpoepeno (AOK): Onobpero: O6ecnieuenne xayectsa/OTBETCTBEHHOE
Rana \th Amit Kumar JTHLLO: rﬂ f\r\qu',{ Q«au»uﬁ
- A C@
/
Date / Date / Date / Date / 02 ~0Yel00L
Hara: 22.04.2026 Hara: 22.04.2026 Hara: 22.04.2026 JlaTa:




Dr.Reddy’s ',‘:’.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Dkenpece (keTopoaak) TabaeTkH, AUCIEPTHPYEMbIe B HOJIOCTH pTa, 10 M

Market / Poinox

:Russia / Pocceust

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

Cepusa Ne & V2600771 O0bem cepun ©36,00,000 Tab

Analytical Repourt No/ . 040003370514 Date of Analysis / - 22 04.2026

AHAJIHTHYECKHI oTueT Ne JlaTa anajnza

Date of Manufacture / - 04/2026 Date of Expiry/ . 03/2028

JaTta npou3BoacTea I'open no

Mifg. License No. / MA number: /

IIpoussoacreennas : MNB/05/263 ’ : JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpyknus yreep:xaena: 21.04.2025

Page 5 of 11/ Crp. S mn3 11

1;;) Test / TloxasaTens Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 ym
JucnepcHocTh sieve is formed. / OOpasyercs oaHOponaHas
CYCIIEH3Us, TPOXOAALIAs CKBO3b CHTO C
pasmepom oTepcTHif 710 MkM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-ruppoKcua”aior

Below LOD (LOD = 0.0010 %) /

Hiwxe npenena oOHapyXeHuUs
(110 = 10,0010 %)

not more than 0.5 %; / ue 6oee 0,5 %,

KeTopoJiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ue 6oiee 0,8 %;
1-keToaHaNor KeTopoIaka
unidentified impurity / 0.01 % not more than 0.5 %; / ne 6osee 0,5 %;
eMUHUYHASA
HeuAeHTUUIUPOBaHHAs
npuMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %,
CyMMa IpUMeceit
Remarks : The Product confirms to ND/ T Conclusion : APPROVED /
IMpumeuanue: [poaykt coorBeTcTBYeET Tpeboranusam HJI 3akmwyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[MoarorosaeHo: Pravesh [Tposepeno: Ramakant ||[Tposepeno (AOK): OnobpeHo: Obecneuenne kauectBa/OTBETCTBEHHOE
Rana /| \p&\ Amit Kumar NHLO: rﬂm,\,{_’-[ Chatn~a @
3 /
Date / Date / Date / Date / 2.9.0Y-202L
Jata: 22.04.2026 Jata: 22.04.2026 Jlara: 22.04.2026 Jara:




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykt: Keroposn® xcupece (keTopo.iak) TabiieTku, IACHeprupyemMble B HOJOCTH pTa, 10 Mr

Market / PoiHok :Russia / Poccust

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

Cepus Ne + V2600771 O6bemM cepun " 36,00,000 Tab

Analytical Repo“rt No/ . 040003370514 Date of Analysis / . 92042026

AHajuTHYeCKHH oTUeT Ne Jarta anaausa

Date of Manufacture / . 04/2026 Date of Expiry/ . 03/2028

Jata npousBojacTBa T'open go

Mfg. License No. / MA number: /

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

JaneH3ust Ne

Analysis performed according ND: / Ananuz nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uacrpykuns yreep:xkaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

1;.00 Test / IToka3zaTens Results / Pe3ynbTaTsl Specification / Hopma

8 Water content / 22% Not more than 7.0 %. /
Copaep:xanue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTtaToyHble OpraHu4ecKne pacTBOPHTEIH
Isopropyl alcohol / 13 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 13 Mkr B TabneTke He 6onee 350 mxr B TabneTke.

Remarks : The Product confirms to ND/
ITpumeuanmue: IIpoaykT cooTBeTcTBYET TpeboBaHusIM H/J

Conclusion : APPROVED / } i}
3aknwuenue: OJJOBPEHO

Prepared by /
[Tonroroeneno: Pravesh

Checked by /

[Tposepeno: Ramakant

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
wild Lhava

Rana Amit Kumar THUO; @
dﬂ; R
L e
Date / Date / Date / Date / 0. 3ol 202L
Jlara: 22.04.2026 Hara: 22.04.2026 Hata:

Hara: 22.04.2026




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxt: Keropoa® Ixcnpece (keToposak) Ta61eTKH, AHCIEPrApYeMble B NoaocTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne it Obbem cepun " 36,00,000 Tab

Analytical Repog‘t No / . 040003370514 Date of Analysis / . 99.04.2026

AHagnTu4eckuii oryer No JdaTta ananuza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa mpou3BoAcTBA T'ogen go

Mfg. License No. / )

IIpounsBoacTBeHHAs : MNB/05/263 DA N 1 JITI-Ne(004669)-(PT-RU)
Howmep PY

Junenzus Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yreepxkaena: 21.04.2025

Page 7 of 11/ Crp. 7 n3 11

1}? Test / IToka3aTesb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ MukpoGuonornyeckas uucrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / of1ee uncio He 6onee 10° KOE/T;

a3pO0HBIX MUKPO-

OpraHu3MoB

Total Combined Yeast and NA not more than 10? CFU/g; /

mold count / ob11ee 4uCIO ge 6onee 10?2 KOE/T;

IPOMOKEBBIX M [UIECHEBBIX

TpUOOB

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / Acceptance value (A4V) not more than 15.0
OaHopoaHoCTb 54 Ilokazarens npuemieMocTy (AV) nomxeH GbiTh
JNO3UPOBAHHBIX eAMHHUL ’ He Oonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBaHuaM HJI 3aknouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosieno: Pravesh ] [Tpoepeno: Ramakant ||[Tposepero (AOK): Onodpeno; ObecneueHne kauecTBa/OTBETCTBEHHOE
Rana ’ Amit Kumar JTHI1L0: J'MA,{{‘ Lharma
. SN i

bW N
Date / Date / Date / Date / 29 -0 Yrlold
Hara: 22.04.2026 Hara: 22.04.2026 Jara: 22.04.2026 Hara:




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® dkenpece (keToposiak) TaGaeTKH, JHCAEPrApyeMble B MOJOCTH pTa, 10 mr

Market / PoIHOK :Russia / Poccus

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

Cepusi Ne + V2600771 O6bem cepuu " 36,00,000 Ttab

Analytical Repovrt No / . 040003370514 Date of Analysis / . 99042026

Ananuruyecknii oryer Ne JlaTa anann3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa mpou3BoacTBa TI'ogen go

Mifg. License No. / .

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

JuieH3ua Ne

PIL version approved: / MacTpykuus yreepxaena: 21.04.2025

Analysis performed according ND: / Anann3s nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 8 of 11/ Crp. 8 m3 11

No

N Test / Iloxaszaresn Results / PesyabTaTsl Specification / Hopma
12 Assay / KosinuyecTBeHHoe 10.4 mg/ 10,4 mMr From 9.0 mg to 11.0 mg of
onpegeaeHUe (103.8 %) CisH13NO3+C4H ;| NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. i Or 9,0 Mr Jlo 11,0 Mr
CisHisNO3*C4H, 1 NO3 (KeToponaKa
tpomeramuH) (ot 90,0 mo 110,0 % ot
3as1BIEHHOTO KOJIMYECCTBA) B TaOJIETKE.
13 Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab. /
content / CogepxaHue 0,0971 mr B TabneTke He menee 0,042 mr B Tabnerke.
OyTHATUAPOKCHAHU30/IA

Remarks : The Product confirms to ND/
IIpnmeuyanue: IlpoayxT cooTBeTcTBYET TpebopaHusm HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Checked by / Checked by (AQA)/
[Tposepeno: Ramakant |[TIposepesio (AOK):

Prepared by /
[MoaroroeneHo: Pravesh

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

Rana M Amit Kumar JNHLO: vl d _Cliownna
/
M A <
Date / Date / Date/ Date / 2284 202{
JHara: 22.04.2026 Jlara: 22.04.2026 Hara: 22.04.2026 Jlara:




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Jxenpece (keToposiak) TabuieTKu, AMCHeprupyemMble B 0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne + V2600771 O6bem cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003370514 Date of Analysis / © 92.04.2026

AHanuTHYECKHI 0oTUeT Ne Jara anasan3za

Date of Manufacture / . 04/2026 Date of Expiry / - 03/2028

JaTta npoussoacTBa T'open mo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MINB/05/263 ) . JII-N2(004669)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anasin3 nposeaes no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

OnucaHne ynakoBkH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TaGnerok B
6mucrepe w3 (ITA/AJI/TID ¢
Baarononiotutenem/I12BIT)

donsru // (IID/AJT) donsru. Io
2 Onuctepa BMeCTe € JIMCTKOM-

1;00 Test / IlokazaTesp Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / [To 10 tabnerok B Grucrepe U3
(ITA/AJITI3 ¢ Bnaromornoturenem/TIDBIT)
doneru // (II5/AJ]) doneru. Ilo 1 wmmm 2
OnMcTepa BMeCTe ¢ JIMCTKOM-BKJIA[BIIIEM B
[a4yKy KapTOHHYIO.

BKJIAABIIICM B
KapTOHHYIO.

Hauky

* 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.

* I1pu BbINYyCKe J1€KAPCTBEHHOrO NPENapaTa KOHTPO.IL Ka4ecTBa 110 nokasaTeso «Mukpobuosoruveckas
4HCTOTA» MPOBOAUTCS A KAkA0# 20-0ii cepuu, nam 1J1s1 oJHOM CEPHH B rojl, B 3aBHCHMOCTH OT TOT0, YTO

HaACTYNHT paHbliIe.

Remarks : The Product confirms to ND/
ITpumeuanue: ITponykT cooTBeTcTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarotormnexo: Pravesh [TposepeHo: Ramakant (|TIposepeno (AOK): Onobpeno: Obecneuenne kayectra/OTBETCTBEHHOE
Rana /] / Amit Kumar THLLO: ,Awq:{ C hounna

—
Date / Date / Date / Date / 00--6Y-240f
Hara: 22.04.2026 Jara: 22.04.2026 Jlata: 22.04.2026 Jara:




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxenpecce (keToposiak) TabJeTKH, AMCHeprHpyeMble B II0JIOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

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

Cepus Ne - V2600771 O0bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003370514 Date of Analysis / - 92042026

AnanuTHyecknii oruer Ne JlaTta anaauza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoACTBA Fogen no

Mfg. License No. / .

IIpon3BoACTBeHHAs - MNB/05/263 D Ly + JITI-Ne(004669)-(PT-RU)
Homep PY

anuerzust Ne

Analysis performed according ND: / Ananus nposexen no H/L: JIII-Ne(004669)-(PI"'-RU)-190224
PIL version approved: / Muctpyknusi yreepkaena: 21.04.2025
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API name / Haumenopanue A®C:

Ketorolac tromethamine / Keroposaka TpomMerammux

T'Jd:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSH006295
Homep cepun npoussoauteas ADC:

FP Manufacturer API Batch number /

Homep cepuu cybcTaHIMA NPOU3BOXHTEH FESAQ00537

API Manufactured by & country/
IpouzBoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc Jita., Uunns

site /

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

HaumenoBanmue, agpec, JHUECH3 U 1J1s
IpoussoacTBenHas miaomaaka / ILnomanka
KOHTpoJs KayecTBa / Ilnomaaka pimycka

FP

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 Peanu’c Jlabopatopuc JIta., Unaus, [IpouseoacreeHHoe
noapaznenenue-6, Bunn. Kxone, Hanarapx Poyn, banau, iuctpukr
Conan, X.I1., 173205, Unaus (uuensus 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 couniry. 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/
TMpumeuanue: Ilporykt cootBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3aknwyenne: OJOBPEHO

Prepared by /
Tloaroros/eHo: Praves]_1

Checked by /
[posepeno: Ramakant

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kayecTsa/OTBETCTEEHHOE

Rana ,_Llr Amit Kumar TTHI10: f\,\,\,\:)(' < hetvna
2 :
L /
Date / Date / ' Date/ Date / 2.2 04 -02L
Hara: 22.04.2026 Hara: 22.04.2026 Hara: 22.04.2026 Hara:




Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkcnpece (KeTopoJiak) Tab/1eTKH, AUCIEPrupyeMble B IOJIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepnsa Ne e O0bem cepun ©36,00,000 Tab
Analytical Repovrt No/ . 040003370514 Date of Analysis / . 99.04.2026
AHajMTHYECKUH oTueT No JlaTa ananusa
Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028
JlaTa npou3BOCTBA I'ogen no
Mfg. License No. / .
IIpousBoacTBEeHHAS : MNB/05/263 gt I : JIII-Ne(004669)-(PI'-RU)
Homep PY
aunenzus Ne
Analysis performed according ND: / Ananus mpoeaen mo HJI: JIIT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuus yreepxkaena: 21.04.2025

Page 11 of 11/ Crp. 11 n3 11
3ak0oyeHne 0 cOOTBeTCTBUM: «HacToAIMM s MOJATBEPXKAAK0, YTO [IPUBEIEHHAs BbIE HHPOPMAIIUS SBISCTCS
JOCTOBEPHOM ¥ TOYHOM. DTa cepus MPOAYKIMH IIpoM3BelieHa (BKIJIOYas YNAaKOBKY (MapKHpPOBKY) W KOHTPOJb
KauecTBa) Ha BbIlIEyKa3aHHOH TPOM3BOJCTBEHHOM IUIOMmaKe (IUIOLIAAKaXx) B MOJHOM COOTBETCTBHU C
TpeboBanuamu IlpaBui Haajexaiied NPOU3BOJCTBEHHON IpakTUKU EBpasuiicKoro 3KOHOMHYECKOTO COI03a H
TpeOOBaHUAMH KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBUU CO CHEHUPHKAIUSMH,
COJICPKAITUMUCS B PETHCTPAUOHHOM JIOCHE CTPAHBI-UMIIOpTEpa. 3allUCH 10 IIPOU3BOJICTBY, YTAKOBKE U aHATH3Y
NPOBEPEHBI, U YCTAHOBIICHO MX COOTBETCTBUE TpebGoBanusM [IpaBuin Halexalle Ipou3BOACTBEHHON IPaKTHKU
EBpasuiickoro 53Kk0OHOMHAYECKOTO COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVEE/

[Mpumeuanue: IIposyKT cCOOTBETCTBYET TpeboBaHuAM HJ{ 3akiaroyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

MoxnroTossneHo: Pravesh [Tposepeno: Ramakant ([[Tposepeno (AOK): OnobpeHo: ObecneueHue kauectsa/OTBETCTBEHHOE

Rana ’ _ Amit Kumar JIMLLO; ﬂw,\,& Sliponna @)
e |

Date / Date / Date / Date / 096 Y- 9,09/4

Hara: 22.04.2026 Jata: 22.04.2026 Hara: 22.04.2026 Jara:




