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E

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Hpoaykr: Keropoa® Dken

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
pece (keroponak) Tabaericu, AHcnepriapyembie B mojiocru pra, 10 mr

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepun Ne + V2600520 Oonem cepun " 36,00,000 Ta6
Analytical Repourt No/ © 040003326532 Date of Analysis / © 21.03.2026
Anaauruyecknii oryer No Jarta ananuza
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

ATA NPOH3BOJICTEA TConten ao
Mfg. License No. / MA ber: /
Mpom3BoacTBennas : MNB/05/263 fumber: : JII-Ne(004669)-(PT-RU)

Homep PY

JnneH3un N

Analysis performed acc

ordin

g ND: / Auanus nposegen no HI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Unerpyxuus yreepaaena: 21.04.2025

Page 1 of 11/ Crp. 1 3 11
%? Test / IokazaTesns Results / PesyabTaTsi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with e

tablets with "|" debossed on one debossed on one side. / Kpyranie nnockue
side. / Kpyrnsie niiockue TabNeTku ¢ (ackoif, CBETNIO-kKenTOro LBETa C
Tabnerku ¢ dackoif, ceeTio- TpaBHpOBKOH «I» Ha OAHOM cTOpOHE.
KEJITOro uUBETa C l'paBMpoBKOﬁ
«I» Ha OxHOH cTopoHe.

2 Identification / MaenTudukauus

Ketorolac / Kemoponax

Complies / CooreTcTBYET

UV spectra of the test solution and Ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V-
CMEKTPBI NOTTIOMEHHsA HCTIHITYEMOTO PacTBopa 1
PacTBopa CTaHHapTHOro obpasua ketoponaka
TPOMCTaMMHA NOJDKHBI MMETb MaKCHMYMbl NpU
OAHOM H TOH Xe JUTHHE BOMHSBI (+ 2 HM).

Remarks :_]Te Product corifi

rms to ND/ l Conclusion : APPROVED /
Tpumeuanue: IpoaykT cooTseTCTRYET TpeboBanuam HJ 3akmouenne: OJOEPEHO
Preparcd-by/ Checkcd_Tay/ __ _I Checked by (AQA) / "Approved by: Quality Assurance/Authorized person /
MoaroTtosnewo: Ramakant || posepeno:Pardeep Ipoeepeiio (AOK):  [|Ono6peno; Obecrieuenue kavecTa/OTBETCTBEHHOE

\}&, Kumar Amit Kumar NHUO! llrp“
A

Date / -[Elc /. rlite / Date / )/q —0 %~ 10 6
Mata: 21.03.2026 Jara: 21.03.2026 Jata: 21.03.2026 Hara: -
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CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablcts 10 mg
Mpoaykr: Keropoa® Dxenpece (keToposak) Tabaerki, ANCHEPrHPYeMbIC B II0JI0CTH PTa, 10 mr
Market / PoiHok :Russia / Poccnst
Batch No/ . ‘| Batch Quantity / _36,00,000 tab /
Cepus Ne : V2600520 O0BeM cepum © 36,00,000 Tab
Analytical Repo:‘t No/ . 040003326532 Date of Analysis / . 1.03.2026
AnanuTnyeckuii oruer Ne JlaTa anayausa
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa mpoH3BOACTBA I'open oo
Mfg. License No. / MA number: /
IIpou3BoACTREHHAS : MNB/05/263 er: : JIN-Ne(004669)-(PT-RU)

Homep PY

suensns Ne
Analysis performed according ND: / Ananus nposenen no HL: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuns yrsepaxaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

No

Ne Test / okazarenn

Results / PesynbTathbl

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).
/ BpeMms ynep>XMBaHHA OCHOBHOIO IMMKAa Ha

XpoMaTorpamme UCIIBITYEMOTO pacTBopa
JOTKHO COOTBETCTRBOBATD BpeEMEHU
yAepKUBAHHA OCHOBHOT'0 nuKa Ha
XpomarorpaMme  pactBopa  CTaHAapTHOTO

obpasua KeToponaka TPOMETaMHMHa (pasnen
«KONMM4ECTBEHHOE OTIPCSACTICHHED).

Remarks :Tl‘he Praiuct co_n_ﬁrms to ND/

|[Conclusion : APPROVED /
3akunioyenue: OJOBPEHO

e —

Approved by: Quality Assurance/ Authorized person /
Ono6peno: OGecneyenue kauecTBa/OTBETCTBEHHOE

W

I

ITpumeuanne: ITPOAYKT COOTBETCTBYCT tpeGosanuam HJJ -
Prepared by / Checked by / "Chccked by (AQA) /
IMonroToneso: Ramakant ||[lposepeno:Pardeep  |[TIposepetio (AOK):
U,l/r r Kumar iAmif. Kumar JIHLO:
M/ ol | -
X | e e

Date / Date / Date /
Jata: 21.03.2026 Jlara: 21.03.2026 Jara: 21.03.2026 | Bara:

—

Prel g e ot

E—————
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T L I R TAT: catunees Ll

CEPTHOUKAT AHAJIMU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Mponykt: Keropoa® Jxenpece (keTopoaak) TabaeTKn, AHCHeprupyevnie B noJsioct pra, 10 Mr
Market / PuIHOK :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne B V2600520 O6bemM cepun " 36,00,000 Tab
Analytical Repo:’t No / . 040003326532 Date of Analysis / . 21.03.2026
AnanuTHYecKHil oTyeT Ne JlaTa ananusa
Datc of Manufacture / . 03/2026 Date of Expiry / . 02/2028
| lata mpomn3BoACTBA Topen ao
Mfg. License No. / MA number: /
ITpon3BoacTBEHHAS : MNB/05/263 ’ . JITI-Ne(004669)-(PT-RU)
Homep PY
aunensns Ne
Analysis performed according ND: / Anamus nposeges no HJ: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Ancrpykuus yrBcpikiena: 21.04.2025

Page 3 of 11/ Crp. 3 m3 11
l}g Test / [Ioka3aTenb Results / Pe3yasTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTseTcTBYET The retention times of 2-butylhydroxyanisole and
Bymunzu0poxcuanu3son 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). /
BpemeHa YAEpXXKUBaHUA fIUKOB 2-
6yTUIrHAPOKCUaHH301a U 3-
GyTUNTHAPOKCHAHM30Ma HA  XpOMATOTpaMMe
HCIBITYEMOTO pactBopa TOJDKHSBI
COOTBETCTBOBaTb  BpEMEHaM  YAEPXKUBaHWd
NMUKoB  2-OyTHArMapokcuanusona M
GyTHAPMAPOKCHAHM3ONA HA  XpOMATOrpaMMe
pacTBopa cTaHAapTHOTO obpa3sua
GyTunruapokcHanusona (pasnen «Conepxanue
6y THIIPHAPOKCHAHH30IAY).

' Remarks : The Product confirms to ND/

Prepared by /
Tonrotorneuo: Ramakant

TTpumeuanite: TTPOLYKT COOTBETCTBYCT TpeGosanuam HJL

[Conclusion : APPROVED /
3amouenne: OAOBPEHO

Checked by (AQA) /
lMposepeno (AOK):
Amit Kumar

Onobpe
UL

Approved by: Quality Assurance/Authorized person /

Ho: Obecreuenye kauecTpa/OTBETCTBEHHOE

8

Date /

l[ﬂara: 21.03.2026

M
— |
1.03.2026

Jlara: 21.03.2026

Date/ “Date / o
J Jara: 2 Jara: L\" o>
__f—

—




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMponykr: Keropon® Jxenpece (keroponak) Ta0JIeTKY, IMCIIePrHpYyeMble B MOJIOCTH pra, 10 mr

Market / Pbinox :Russia / Poccus

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

Cepua Ne | V2600520 O6meM cepui "~ 36,00,000 Tab

Analytical Repourt No/ - 040003326532 Date of Analysis / - 21.03.2026

AyanuTHYecKHil oTueT No Jara ananuza

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

Jara npoussoncria Iogen qo

Mfg. License No. / MA number: /

IIponzBoxcreennasn : MNB/05/263 : JIII-Ne(004669)-(PT'-RU)
Homep PY

JiHuensusa No

Analysis performed according ND: / Auanus npocien no HJL: JIT1-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mncrpykuus yreepaiena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11
i.f Test / IlokazaTtens Results / PesyabTarer Specification / Hopma
3 Average weight / Cpeansin 69.4 mg /69,4 Mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr 1o 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%. /
Onopo H’;CTB Magccu Complies / CooTsetcTByeT 18/20 rabnerox - ne Gomee +10%:
ANOPOA 2/20 TabneTok — He Gonee + 20 %.
4 Disintegration time /
Pacnagaemocts '
00 min 18 sec / 00 Mun 18 cek Not more than 3 min. / He Gosee 3 mun.
5 Dissolution / PacTeopenue Unit-1/ Tabn-1 99 % Not less than 75 % (Q) of CisH;3NO3+C4H |, NO;
Unit-2 / Ta6n-2 98 % (ketorolac tromethamine) in 15 min. / He meHee
-2 [ 1abi- ° | 75% (Q CisHisNOy*C4Hi(NO; (xeToponaka
Unit-3 / Ta6n-3 98 % TPOMETaMUH) yepe3 15 mum.
Unit-4 / Ta6n-4 99 %
Unit-5 / Ta6n-5 98 %
Unit-6 / Tabn-6 101 %

Remarks : The | Product confirms to ND/
Mpumeuansne: MponykT cootnercrayer TpebosaHnam HJI

Conclusion : APPROVED /
3aknloucne: O}IOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quahty Assurance/Authonzcd person I
[Monroronneno: Ramakant |[[Tposepeno:Pardeep [Mposepeno (AOK): (|OnoGpeHo: Obecneuene kayecTra/OTBETCTRCHHOE
Kumar [Amit Kumar nuuo:
Byt Y
Date / Date / |c / Date / )y \1_'__03_, 202
Hara: 21.03.2026 ,[I,a'ra 21.03.2026 Ta 21.03.2026 Jara:
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CERTIFICATE OF ANALYSIS

b] il ¥ PR . .
Gy oo Laboratenos L

o inaliie

A, el

E7 00 IMOIA

CEPTUOUKAT AHAJIU3A

Ch T G HOCE

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoayxT: Keropon® Dxenpeee (keroponak) TabAeTKH, ANCHeprupyeMbie

B mojiocTH pra, 10 Mmr

Market / Poinok :Russia / Poccus .

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

Cepus Ne : V2600520 O0nemM cepHn " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003326532 Date of Analysis / . 91.03.2026

AnannTHveckuii oTyeT No Jlara aHaJm3a

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

JlaTa npou3BojCTBA Toaen g0

Mfg. License No./ MA number: /

Ilpou3BoAcTBEHHAS : MNB/05/263 ’ : JII-Ne(004669)-(PT-RU)
Howmep PY

JIMIeH3H Ne

Analysis performed according ND: / Anasiu3 npoBc/es 1no HII: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Hucrpykuus yrBepiacna; 21.04.2025

Page 5 of 11/ Crp. S n3 11
1}: Test / TToxazaTenb Results / PezynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 ym
JincnepcHocTh sieve is formed. / O6pasyercs OAHOpOAHAA
cycmeusus, TNPOXONAmIas CKBO3b CUTO  C
pasmepom oTBepcTHid 710 MKM.
7 Impurities / [Ipumecn
1-hydroxy anatog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / ue Gonee 0,5 %;
ketorolac: / { Hike npeaena o0Hapy X eHus
1-reapoKcHaHanor (IO = 0,0010 %)
KeTopoJaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ue 6onee 0,8 %;
1-keToaHAIOT KETOpOIAKa
unidentified impurity / 0.01 % not more than 0.5 %; / ve 6onee 0,5 %;
e/lMHMYHas
HenaeHTUHIMpOBaHHAA
HpUMeEch
{otal impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.
L cyMMma mpumeceit
_— —_—— — —
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [TPofykT COOTBCTCTBYET tpeGoBanmam H]L 3axnouenne: OJTOBPEHO
—_———— — = ——————— - -
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
TonroTosneHo: Ramakant Tposepeno: Pardeep Iposepeno (AOK):  ||Onobpero: O6ecrnieyenue kauecTsa/OTBETCTBEHHOS
_ Kumar Amit Kumar
o .:,i,: ” —N\_
Date / [Date / Date / Date / Y o 2026
Jlata: 21.03.2026 Jlata: 21.03.2026 Jlata: 21.03.2026 Jlara:
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Jxenpece (keroponak) rabaericn, AMCIEeprupyemMble B II0JOCTH pra, 10 mMr

Market / Poinok :Russia / Poccus

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

Cepus Ne & V2600520 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003326532 Date of Analysis / © 21.03.2026

AHAJTHTHYECKHH oTueT Ne Hdara anaansa

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

Jara nponsBoacTea I'omen o

Mfg. License No. / MA number: /

Ilpon3BoacTeennasn : MNB/05/263 ' ¢ JIII-N2(004669)-(PT-RU)
Homep PY

Jinnensus Ne

Analysis performed according ND: / Anans nposefen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Muerpyxuus yreepakaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11
1;? Test / TokazaTenn Results / PesysabTaTh! Specification / Hopma
8 Water content / 2.1% Not more than 7.0 %. /
Couepxanne Boabl He 6osnee 7,0 %.
9 Residual solvents / OctaTounblc oprannueckue pacTBOpHTEAH
Isopropyl alcohol / 5 pg/tab/ Not more than 350 pg/tab. /
Hsonponanon 5 MKT B TabneTke He 6onee 350 mkr B Tabnetke.

Remarks : The miuct cc;ﬁrms to_ND/

Mpumeuanne: Tlpoaykt coorseTcTByeT TpeGopanmam HJJ

|[Conclusion : APPROVED /
3aknioyenne: OJIOFPEHO

Prepared by /

[Toxrorosneno: Ramakant

Q-

Checked 137/

ITposepeno:Pardeep

Kumar f

Checked by (AQA) /
[Tpoeepero (AOK):
Amit Kumar

—N

Approved by: Quality Assurance/Authorized person /
Onofpeno: Obecneyetue kauecTBa/OTBETCTBEHHOE

- w

Date /

T Date/
Mara: 21.03.2026 Jara: 21.03.2026

Date /
Jara:

Date /
Jlara: 21.03.2026

e ‘.0;_%7/(9
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1 Keddy's Laboratories Lid
Forrmulaiion Unii 6

vt Kho!, Walagarh Road, Baddi,
CERTIFICATE OF ANALYSIS st Solar, H1, 173 205, INDIA
CEPTUOUKAT AHAJIM3A lel  +571 98166 S6001 02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
INponykr: Keropon® Ikcnpece (keTtoponak) Tabnerkn, AHCnCpripyemMble B NOJIOCTH PTA, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne + V2600520 O0nem cepuu " 36,00,000 Tab

Analytical Report No/ . 040003326532 Date of Analysis / . 91.03.2026

AnaauTHyecKum oryet Ne JlaTa anaqausa

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

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. / MA ber: /

YIpou3BoJCTBeHHAS : MNB/05/263 numpoer: : JITI-Ne(004669)-(PT-RU)
Homep PY

JuueHsus Ne

Analysis performed according ND: / Auasu3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpyxuus yreep:kaena: 21.04.2025

Page 7 of 11/ Crp. 7u3 11

1;.2 Test / [Toka3aTens Results / PesynbTaTsl Specification / Hopma
10 Microbiological purity*/ MukpoGnonornyeckasn uucrora*

Total Aerobic Microbial NA not more than 10* CFU/g; /

Count / obuee yucno He 6onee 10° KOE/r;

a3poBHBIX MHKPO-

OpraHu3MOoB

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

mold count / o61iee yncIo He Gonee 10% KOE/T;

APOYOKEBBIX M TUIECHEBBIX

rpubos

Escherichia Coli NA shell be absent in 1 gram. /

OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0

OpHopoaHOCTD 33 IMokazatens npueMnemocty (AV) aomkeH CbITh

O3V POBAHHBIX €ANHHLL ' He Gonee 15,0.

Rema;k? The_};roduct confirms to ND/

Ipnmeuanue: IIpoRXyKT COOTBCTCTBYET tpeGosanmaM HJT

Conclusion : AI’PROVED /

|3_aimm-|eu He: O}lOBPEHO

Prepared by / Checked by/

TMoarotosnero: Ramakant |[[Iposepeno:Pardeep

Checked by (AQA) / ||Approved by: Quality Assurance/Authonzed person ]
Iposepeno (AOK):  [|{Onobpeno: O6ecneuerue kauecTea/OTBETCTBEHHOE

| Amit Kumar nHLo: Q Wq

@»&t il

Date/
Jlara: 21.03.2026

Date /
Jlata: 21.03.2026

1 Date/

Jlara:

Date .-‘

Jlara: 21.03.2026 \

,.v/}»-uié




Dr.Reddy’s ‘;‘

[, Reddy's Labaratories Ltd
Fornadation Unil-6
b Rlon Mabaarh Rood, Boddy,

20, N

CERTIFICATE OF ANALYSIS ' © 0
_(E_PTHG’MAT A]LA_MBA oG 9ot 000102
AN W cledlpnnom
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dxenpece (KeToposak) TabueTKH, lcnepripyembie B 110J0CTH PTa, 10 mr
Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne : V2600520 Oo6neM cepiu " 36,00,000 Tab
Analytical Report No/ . 040003326532 Date of Analysis / . 21.03.2026
AnaauTnueckuii oTueT Ne Jara anannsa
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa npou3BoacTsa Toaen a0
Mfg. License No. / MA pumber: /
TIpon3BoACTBEHHAS : MNB/05/263 N . JIN1-Ne(004669)-(PT-RU)
Homep PY

amuensun Ne
Analysis performed according ND: / Ananu3s npoBejes no HI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyxkuns yraepaaena: 21.04.2025

Page 8 of 11/ Crp. 8 n3 11

1}? Test / [ToxazaTens Results / PesynbTaTs! Specification / Hopma
12 Assay / KonnyecTBenHoOC 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
onpeaeseHune (101.3 %) C1sH13NO3+C4H1)NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. /Ot 90Mr  mo 11,0 Mr
C5H13NO3C4H1NOs (xeToposaxa
tpomeramun) (ot 90,0 nmo 1 10,0 % ot
3a9BJIEHHOTO KONMMYeCTBa) B TabNETKe.
13 Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0962 mr B Tabnerke He Menee 0,042 mr B TabneTxe.
Gy TUWITHAPOKCHANK3OIA

Conclusion : APPROVED /

S —
Remarks : The Product confirms to ND/ l
Mpumeuanne: [TPojlykT COOTBETCTBYCT tpeGopanuam HIL - [Bakaroyenne: OIlOBPEHQ_
-PTc_pared by / Checked by/ Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarotosnexo: Ramakant |[[Iposepeno:Pardeep "Hponepeuo (AOK): ||{Ono6peno: ObecnieucHue kauectBa/OTBETCTBEHHOE
tﬂj’ Kumar Amit Kumar nuLo: V’
g“‘\/ . {\ —* Q/HL
| _ -

Date / Date / ~ |[Date/ Date / A 0" 2ot
Iara: 21.03.2026 Jlara: 21.03.2026 JlaTa: 21.03.2026 Jara: _




Dr.Reddy’s ‘_‘:‘.

D1, Reddy's Laboratories Ltd
Formulation Unita
Vil Khol, Maagarh Road, Baddi,

CERTIFICATE OF ANALYSIS I:Ti.‘}l,“, .‘]u!«m: ll’n’“i,;l”/‘ﬁ'»’i )_u‘[f,, INIDIA
CEPTUDOHUKAT AHAJIA3A ol UGTe6 SH001 02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg .
Ipoayxt: Keropoa® Jkcnpece (keroponax) TaGnerkn, Aucneprupyensibie B MoaocTH pra, 10 mr
Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepun Ne #V2600520 O6Bem cepun " 36,00,000 Tab
Analytical Repourt No/ © 040003326532 Date of Analysis / © 21.03.2026
Auannrnuecknii oTuer No JarTa ananuza
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2008
Hara nponssoscrsa Toaen go
Mfg. License No. / MA ber: /
IpousBoacreennas : MNB/05/263 numoer: : JIMI-Ne(004669)-(PT-RU)
Howmep PY

JHnen3us Ne
Analysis performed according ND: / Ananus nposegen no HA: JIXI-N2(004669)-(PT-RU)-190224
PIL version approved: / Mnerpyxuns yreepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 n3 11

1;.:) Test / IToxasarens Results / PesyabTaTsi Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PAJAL/PE  with
Onucanue ynakosxn (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TabneTok B
Onucrepe uz (TTA/AJI/TID ¢
Biaronornoturenem/[12BI)
donera // (TI3/AJT) donsru. To
2 Gnucrepa BMeCTe ¢ JTUCTKOM-
BKJIaOpllieM B nayky
KapTOHHYIO.

blisters with patient information leaflet in a
carton pack. / ITo 10 tabnerox B Gnucrepe us
(IMA/ATTID ¢ Briaronornoturenem/[I9BIT)
Gomeru /1 (TID/AN) doners. Mo 1 wnu 2
OnucTepa BMeCTe ¢ IIMCTKOM-BKNAmblmeM B
NIAYKy 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.

* Ilpn BLMyCKe NeKkapcTBenHoro Npenapara KOHTPO.Ib Ka4ecTBa N0 HokasaTemo «MukpoGHosoruueckas

IHCTOTa» NPOBOAMTCA ANTA KaxAoH 20-0if cepum, HAM AS ogHOI CEepHH B rof,

HAacTYMHT paHblie,

B 32BHCHMOCTH OT TOr0, 4TO

Remarks_:_ The P}aiuct confirms tB ND/

Conclusion : APPROVED_/
[Ipumeyanue: ITpoykT COOTBETCTBYET TPeGOBaHUAM HJ Eaxmoqeuue:_o,HOBPEHO

I

]

Approved by: Quality Assuranc_e/Authorized
Onobpeno: Obecneuenne kauectsa/OTBETCTBEHHOE

pe;s_on /

Ul

h o208

Prepared Ey/ Checked by/ - _| Checke?by (AQA)‘/I
MNoarororneHo: Ramakant [Mposepeno:Pardeep [Iposepeno (AOK):
\t_ Kumar Amit Kumar ITHLLO;
@»\U"/ |
Date / I Date/ Bl Date / Date /
Hara: 21.03.2026 Hara: 21.03.2026 hﬂara: 21.03.2026 Jlara:




G deddy's Lahoratones Ld,

' @
K .. rormulaiion Unit-6
Dr. Reddy S " Vil el N Rodd, Baddi,
CERTIFICATE OF ANALYSIS ' sotan, HE, LT3 zus,.n\ml!x
CEPTHOUKAT AHAJTH3A el ra 98166 Ha00 -0

g AN s gt

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

[IpoaysT: Keropoa® Dxenpece (keroposak) Tabaerki, ANCHCPrUpYEMbIE B nojocTH pra, 10 mr

Market / Prinox :Russia / Poccus

Batch No / ) Batch Quantity / ~36,00,000 tab/
Cepun Ne #V2600520 O0beM cepHH * 36,00,000 Tab
Analytical Report No / . Date of Analysis / .

AnanuTH4ecKHil oryer Ne + 040003326532 Jlara anaausa + 21.03.2026
Date of Manufacture / . Date of Expiry/ .

JlaTa MpoH3BOACTBA v 03/2026 TofeH A0 ¢ 02/2028

Mig. License No. /

[lpom3BoACTBEHNAs : MNB/05/263 MA number: / . JITI-Ne(004669)-(PT-RU)

Howmep PY

Juuensusa Ne .
Analysis performed according ND: / AHanu3 npoBeeH 1o HA: JIII-Ne(004669)-(PT'-RU)-190224

PIL version approved: / MncTpyxkins yTsepaaena: 21.04.2025

Page 10 of 11/ Crtp. 10 w3 11

API name / Haumenosanue A®C: Ketorolac tromethamine / Ketoponaxa TpoMETaMHH
INN / MHH: Ketorolac / Keroponax
/:IPI manufacturer batch number / ABSH002977

oMep cepui TTPOH3BOANTENS ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGCTaHUMH MPOH3BOAHTENS FESA00499
TJD:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoautenn APC, crpana: II-p Penmu'c JlaGoparopuc JIta., Mnnus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /
HaunmeHnoBanue, agpec, JMIEeH3Hs A J-p Pennu’c Jlabopatopuc JItn., Uuaus, TIpon3BOJCTBEHHOS
IIpon3BoACTBEHHAS MIOIATKA / Tlnowanka noapazaenenue-6, Bumn. Kxons, Hanarapx Poyz, Bagau, JIncTpukt
kouTposis kavecTra / [lnomanka seinycka Conau, X.I1., 173205, Muaus (iuueHsus 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/ Conclusion : APPROVED /

Mpumeuanue: [PoayKT COOTBETCTBYET tpebopanusm HII 3aKaloueHue: OJAOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrotosneto: Ramakant ||[posepeno:Pardeep Iposepeto (AOK):  [|OnoGpero: O6ecneueHye kayecTBa/OTBETCTBEHHOE

Kumar Amit Kumar |

Date / Date/ Date /
Jlara: 21.03.2026 Jlata: 21.03.2026 Jlara: 21.03.2026

= ——————

JINLOL W

[ Date / n
JHara: A 'oyww

¥




‘.0 Dr. Reddy's Laboratories Ltd.
Y °® Farmulation Unit-6
Dr. Reddy s ". Vil Khol Nalagarh I?.oaq. Jaddi,
CERTIF]CATE OF ANALYSIS Uit Solan, H 12, 273 205, INDIA
CEPTUD®HKAT AHAJIM3A (¢l 101 93166 56001-02
e —————t X ".'n iy ]

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg .I- I

Ipoayxr: Keropoa® Ixenpece (keroponak) TabaeTku, AHCHEPrHpYemMBIC B MOJ0CTH pra, 10 mr

Market / Prinmox :Russia / Poccus

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

Cepusn Ne { V2600520 O6neM cepun " 36,00,000 ta6

Analytical Report No / . Date of Analysis / )

AHAJNTHYCCKHIT oTueT No : 040003326532 Jara ananusa ¢ 21.03.2026

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

Hata npoussosierna T'open no

Mfg. License No. / MA number: /

IIpowsroacTBenHan : MNB/05/263 moer: ¢ JII-N2(004669)-(PT-RU)
Homep PY

JuuecH3ng Ne

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

PIL version approved: / MueTpykuns yreepaiena: 21.04.2025

Page 11 of 11/ Crp. 11 u3 11
3aknouenne o coorercTeuu: «HacTosmum s TIONTBEPKAIO, YTO MPUBEACHHAN BEIlE HHOPMALMs SBISETCA
AOCTOBEPHOH M TOuHOM. 3Ta cepus mpolyKuyu MpOHM3BE/ICHA (BKIIOYAS YIAKOBKY (MapkupoBKy) M KOHTPOJb
Ka4yecTBa) Ha BHIICYKA3aHHOI MPOW3BOACTBEHNHON miIoOmaKe (IUIOWAAKAX) B TONHOM COOTBETCTBHM G
TpeGoBanusmu [TpaBun Haznexaieif POM3BOACTBEHHON TpaKTHKH EBpasuiickoro skoHOMHYECKOro como3a u
TPeOOBAHUSAMH KOHTPOINIS KayecTBa JeKapCTBEHHBIX CPCACTB, A TAKXKE B COOTBETCTBHM CO CHELU(DHUKALMAMHU,
COREPXAIMUMHICA B PETHCTPALMIOHHOM J0ChE CTPAHbI-UMIIOPTEpA. 3aliCH 110 NPOM3BOACTBY, YNAKOBKE W aHANU3Y
[IPOBEPEHEL, U YCTAHOBJIEHO X COOTBETCTRHE TpeGoBaumaM [Ipasun Hamnexameit IIPOM3BOACTBEHHOH NPAKTHKH
EBpasutickoro skoHOMHUECKOro co103a.

- Conclusion : APPROVED / T |
3axkmoyenne: OJIOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: IMpoaykT coorsetcTByet TpeGopannam HJI

Prepared by / Checked m Checked by (AQA) / |[Approved by: Quality Zssurance/;xuthorizecﬁgrson /
[Toaroroeneno: Ramakant  ||Mposepeno:Pardeep ITposepeno (AOK):  [|Onobpero: Obecneuenne kauecTBa/OTBETCTBCHHOE

ﬂ,— Kumar Amit Kumar | [muwo: _
12 I = e

Date / Date / Date / - Date / —roth
Jlara: 21.03.2026 Jl;ra:2l.03.2026 “,1.1:3:21.03._2_026 II[aTa:_ W

S0 Vs Pend Mo, 3, Banys athlls, dlydemhad 500034, leangana, india

Iroarls il @ drrecddys com
C00AS07

redirededys com




