@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laooratories Lta,

CEPTH®UKAT AHAJIM3A

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

Tpoaykr: Keropoa® Dxkenpece (Keroposak) TabieTku, AHCNEprupyembie B Noa0CTH pra, 10 mr

Market / Ppisok :Russia / Poceus

Batch No / y Batch Quantity / 3600000 tab /

Cepua Ne g LS O6meM cepnn * 3600000 Tab

Analytical Repoyrt No/ . 040002853111 Date of Analysis / . 20.03.2025

AHanuTnyeckuii oTyeT No JIaTa aHau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npoH3BORCTBA T'onen 1o

Mfg. License No. / ] s

Ipou3sBogcTBENHAs : MNB/05/263 ke bl A R
Homep PY RU)

auuenzuna No =

Analysis performed according ND: / Ananns nposesen mo HJT: JITT-Ne( 004669)-(PT-RU)-190224
' Page10f9/Crp.1m39

r

Results / PesynsTaTnl

Specification / Hopma

-

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisie niaockue
Tabnetku ¢ packoii, creTso-
HEJITOrO 1BETa C TPaBHPOBKOH
«I» Ha OXHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyravie
iockue Tabnetku c Qackoli, cBeTno-
JKENTOTO IBETa € TIPaBHPOBKOH «I» Ha
OIIHOH CTOpOHE.

W Test / [Toka3aTeab
Ne
1 Description / Onncanue
2 Identification / MnenTnduxauus

Ketorolac / Kemoponax

Complies / CooTBeTCTRYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnieKTpsl MOMNOLIEHHS
HCTIBITYEMOrO  pacTBOpa H  pacTBOpa
cTaHjapTHoro  ofpaslja  Keroposaka
TpOMeTamMHHa ZIOJKHBI HMeETh
MaKCHMYMBI NIpH OJHOHN U TOH Xe ITHHe
BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanue: [IponyKT cooTBetcTBYET Tpebosanmam HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / ‘ Approved by: Manager/Executive /

IMonrorosneno: Rama kant [posepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosonurens

Maurya (i Amit Kumar L

% o Nt

Reprint Date / a: Reprint Date / Reprint Date / d

Hara: 20.03.2025 Hara: 20.03.2025 Hara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 509034, Teiangana, India
Tel: 491 40.4900 2909, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CliV; L85185AF156-FLCOCAS07
wwew.drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ttd,
Formulation Unit-6

Vill. Khol, Nalagath Road, Baddi,
Distr. Solan, H.F., 173 205, iMDIA

CEPTH®HKAT AHAJIM3A

Te!l; +04 93166 SE00L-02

wwye.drreddys ¢

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Jxcupece (keToponak) TabeTku, AHCHEPTHpYeMbIe B NOA0CTH pra, 10 mr

ST

Market / PoiHOK :Russia / Poccus

Batch No / : Batch Quantity / ~ 3600000 tab /

Cepusa Ne el O0BeM cepun " 3600000 Tab

Analytical Report No / . 040002853111 Date of Analysis / . 20.03.2025

AHagnThgyeckHil oTdeT Ne JlaTa aHaau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTta npou3BoACTEA Tonen o

Mfg. License No. /

Tlpon3soacTREHHAS : MNB/05/263 LT : JILI-Ne(004669)-(PT~
Homep PY. RU)

Jnunenzna Ne

Analysis performed according ND: / Ananu3 nposenen no H/I: JITI-Ne(004669)-(PT-R1)-190224

No
Ne

Test / Iloxazarennb

Results / PesyabTathl

Page2of9/Crp.2 139

Specification / Hopma

Complies / CooTBETCTBYET

The retention time of the main peak on the |
chromatogram of test solution should
correspond to that on the chromatogratn of
ketorolac tromethamine standard solution
(Assay section). / BpeMsl y#epKWBaHHA
OCHOBHOTO THKa Ha Xpomarorpamme
HCIIBITYEMOTO pacTBopa LOJDKHO
COOTBETCTBOBATE BPEMEHH YAEPXKNBaHUA
OCHOBHOIO NMKa Ha XpoMaTorpamme
pacTBopa CTAHIAPTHOTO o6pasua
KeToponaka  TpoMeTamuHa  (pasgen
«Konu4yecTBEHHOE OTIPEACICHHUEY).

Remarks : The Product conforms to ND/

Ipumeuanue: IIpopyKT COOTBETCTRYET TpeGOBAHHAM HI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoenexo: Rama kant IMpoepeno: Santosh Kumar | Ono6peno: Menemwxep / Pykosonutens
Maurya ."gq Amit Kumar B
Bhed o il
Reprint Date / \ Reprint Date / Reprint Date / B
Hara: 20.03.2025 Jara: 20.03.2025 Hara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@dr2ddys.com
CIN: LB5195AP1434PLCH04507

www.drredays.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

.
e Lt

Dr. Reddy's Levoratorigs

CEPTUDPHKAT AHAJIMA3A

Product : Ketorol Express (ketorolac) Orally Disintegra_t_in_g_ Tablets 10 mg
poaykr: Keropon® Sxenpece (ReTopo.ak) TabNeTKH, ANCHEPrEpyeMbIe B MOIOCTH pTa, 10 Mr )

Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / _ 3600000 tab / ]

Cepus No B2 Ofnen copun * 3600000 26 .

Analytical Repourt No/ - 040002853111 Date of Analysis / . 20.03.2025

AHaauTnyecknii oTyeT Ne Jara anaausa

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

Jarta npona3sBogcTBa T'ogen po

Mfg. License No. / ] o

IIpon3BoACTBEHHAS! : MNB/05/263 MA number: / g JIL-Na(004669)~(PT -
Homep PY RU)

Jauuen3us Ne

Analysis performed according ND:

/ Anann3 nposegen no HJI: JIII-N(004669)-(PI'-RU)-190224

Page30of9/Crp.3 m39

I}? Test / Ilokasarens Results / PesyabTaThbl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuson 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
yIepKUBAHUA . TTHKOB
2-6y THATHAPOKCHaHU301a I’}
3-6yTUIrApOKCHAHH30J1a Ha

XpoMaTorpaMmMe HCITBITYEMOro pacTBopa

JODKHEL  COOTBETCTBOBATL ~ BPEMEHAM
YIOEpKHBAHHSL MHKOB
2-6yTHATHAPOKCHAHU301A H

3-0yTHNrHAPOKCUAHH30MA Ha
XpOMarorpaMMe pacTBopa CTaHIapTHOI'O
o6pasua Oy THITHAPOKCHaHH30a (pa3en
«Cogepxxanue

Gy THIrHAPOKCHAHH30M1AY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

INpumedanne: Ipogykr cootseTcTByeT Tpebosanuam H 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TToaroroeneno: Rama kant IMposepeHo: Santosh Kumar | Omo6peno: Menemxep / Pykosonutens

r Maurya Jl):; Amit Kumar P

/ e . /\./ =

Reprint Date / J Reprint Date / Reprint Date / g

Hara: 20.03.2025 Hara: 20.03.2025 Hara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50003, Telangana, india
Tel: +91 40 4900 2900, Fax; +91 40 4200 2999, Email: mail@drreddys.com

CIN: L§5195AP1984PLCODAS07
wavw.drredays.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dy, Reddy's Laboratories Ltd,
jon Unit-o

CEPTUOHKAT AHAJIM3A

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxr: Keropoa® Ixenpece (keToposak) TabneTKH, AHcHeprupyemMble B 0NOCTH PTa, 10 mr e, ol

Market / Puinok ‘Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /

Cepus Ne < V20RR2! Q6Bem cepun * 3600000 Tab 5

Analytical Repo:’t No/ . 040002853111 Date of Analysis / . 20.03.2025

AHaauTnuecknii oTyeT No Jara aHanH3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jara npoRzBoACTBA I'ogen no

Mfg. License No. / i .

IlpousBoacTBeRHAn : MNB/05/263 Ma number: / : EEORI6D) T
Homep PY RU)

JIHpensns Ne

Analysis performed according ND: / Ananus nposeaen o HJI: JITT-Ne(004669)-(PI'-RU)-190224

Page40of9/Cip. 4u39

OAaHOPOAHOCTHL MACCHI

i.oo Test / Ilokaszarens Results / PeayabTaTsl Specification / Hopma
3 Average weight / Cpennsst 70.2 mg/70.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr a0 72,8 mr (70,0 Mr 4,0 %).
Complies / COOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than * 20 %. /
18/20 Tabnetox — He Gonee + 10%;
2/20 tabneTok — He Gosee = 20 Yo.

4 Disintegration time /
Pacnagaemoctnb

00 min 21 sec / 00 MuH 21 cek

Not more than 3 min. / He 6onee 3 MuH.

5 Dissolution / PacTBopeHue Unit-1 / Ta6n-1 99 % Not less than 75% (Q) of
i o CisH3NO3°C4H  (NO; (ketorolac
Unit-2 / Ta6-2 99 % tromethamine) in 15 min. / He menee
Uuit-3 / Tabn-3 105% | 5% (Q Ci5H3NO3*CsH1NOs
. (keToposaka TPOMETaMHH) uepes 15 MHH.
Unit-4 / Tabn-4 97 %
Unit-5 / Ta6a-5 99 %
Unit-6 / Tabn-6 98 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanwe: Ilpoaykr cooTBeTcTBYET TPeboBanHam HII

3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoprotosneHo: Rama kant ITpoeepero: Santosh Kumar | OpoGpeno: Menewkep / Pykooaurens
Maurya ; Amit Kumar o
. I M—f"
Reprint Date /- \ Reprint Date / Reprint Date / '
Hara: 20.03.2025 Hara: 20.03.2025 Hara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000634, Telangana, India
Tel: 491 40 4900 2909, Fax: +91 40 4000 2998, Email: mail@drreddys.com
CIN: L8S195AP1984PLCO04507

www.drredays.com




@ o
Dr.Reddy’s ‘_‘.’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-5

Vill. khal, Malagarh Poad, baddi,
Distc. Solan, H.B., 173 205, NDIA

CEPTHO®HKAT AHAJIM3A

Tel s +01 5S165 55001-02

wwwarregdys.cont

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dxcnpece (KeToponak) TabneTku, AHcAeprupyembie B N0J0CTH pra, 10 mr

Market / Peinok :Russia / Poccus
Batch No / - V2500451 Batch Quantity / ~ 3600000 tab /
Cepun Ne ’ O6nem cepHn " 3600000 Tab
Analytical Repo“rt No/ . 040002853111 Date of Analysis / . 20.03.2025
AHagaTRuecKHil oTueT Ne Jata anann3a L
Date of Manufacture / . 03/2025 Date of Expiry / : 02/2027
Jara npoussojacTaa Topen no i
Mfg. License No. / ] o
IIpouzBoacTBEHHAN : MNB/05/263 MA pumber: / ) ILIERE IR RQ
Homep PY RU)

aMuensus Ne N

| Analysis performed according ND: / Araaus nposejien no HJI: JOI-Ne(004669)-(PT-RU)-190224 |

Page50f9/Crp.Sm39

JAuncnepcHOCTs

7 Impuriti_es /ip;llvzcn

z.? Test / IlokazaTe/b Results / Pe3ynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTreTCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pasyetcs
OMHOPOIHAA CYCUEH3HsA, INPOXOAsALasn
CKBO3b CMTO C pa3MepoM OTBEPCTHH
710 MkMm.

1-hydroxy analog of
ketorolac: /

Below LOD (LOD =0.0010 %) /
Huxe npencna o6uapyxenus (I1O

not more than 0.5 %; / He Gonee 0,5 %;

CopepixaHie BOAb)

1-THApOKCHaKanor =0.0010 %)
KeTOpo/aka
1-keto analog of ketorolac / 0.02% not more than 0.8 %; / He 6oree 0,8 %;
1-xeToaHajor ketopoiaka
unidentified impurity / 0.02;% not more than 0.5 %; / He 6onee 0,5 %;
eIHHUYHAS
HeWAeHTH(HIIUpOBaRHASA
IpUMeECh
total impurities / 0.0475% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa IIpUMecei
8 | Water content/ 2.7% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
TMpumeuanne: [ponykr coorsercrayer Tpebosanuam HI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
TMoarorosneno: Rama kant

Checked by /
ITpoeepeno: Santosh Kumar
Maurya _ ),}

o

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoanTeiib

Reprint Date /
Hara: 20.03.2025

Reprint Date /
Jata: 20.03.2025

Amit Kumar -
[\\f/_'/-‘.
¥

Reprint Date /
Jara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, panjara Hills, Hvderabad - 500034, Telangana, India
Tol: +91 40 4900 2900, Fax: +31 40 4900 2998, Email; mail@drreddys.com
CIN: L85195AP1954PLLNDA507

wwaw.diredays.com -




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Dkenpece (keTopoaak) TabieTky, ARCHEPrHpyeMbic B NOJOCTH PT4, 100mMr

Market / Poisok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V23004a) OGbeM cepHH " 3600000 Tab

Analytical Repo:’t No/ . 040002853111 Date of Analysis / . 20.03.2025

AHanuTHYecKkuii oTyeT No Jara aHaJIH3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Hata npouzsoacTsa Toaen a0 .

Mfg. License No. / ) .

Ipon3ssoacTBCHHAA : MNB/05/263 MA number: / : JIT1-Ne(004669)-(PT-
Homep PY RU)

JavueHsns Ne

Analysis performed according ND: / Ananus nposenen mo H/i: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

I}? Test / IlokasaTesn Results / Pe3ynsTaTh! Specification / Hopma
9 Residual solvents / OcTaTounble OPraHH4Y€CKHE PACTBOPUTENIHN
Isopropy! alcohol / 06 pg/tab / Not more than 350 pg/tab. /
H3onpomnaxon 06 MKr B TabneTke He 6onee 350 Mkr B TaBneTKe.

10 Microbiological purity*/ Muxpo6iojornueckas 4yncrora*

Total Acrobic Microbial
Count / obLiee 41cIo

not more than 10* CFU/g; /
e Gonee 10° KOE/T;

OaxopoaHocTb
RO3UPOBAHHLIX €AHHUN

NA
a3pO6HBIX MHKpO-
OpraHn3MOoB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / of1mee uncnO NA ue Gonee 107 KOE/T;
JPOXOKEBBIX M IUIECHEBBIX
rpubos
FEseherichia Cali A shell he ahsent in 1 gram, /
OTCYTCTBHE B 1 T,
11 Uniformity of dosage units / 4.4 Acceptance value (4V) not more than

15.0 TMoxasarens npuemitemocTi (A1)
nomxkeH O6ITh He 6onee 15,0.

Remarks : The Product conforms to ND/

[Ipumeuanwne: ITpoaykT cooTBeTcTBYET TpebopanuaM HJI

Conclusion : APPROVED /
3axmoyenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Huarvtusnenu, Raua kaul Mpusepenu. Batlush Kuual OuuGpitu: Monouaep / D ynosoauics
d Maurya U}j Amit Kumar : ,\!,’l';,
e s J

Reprint Date / Sy Reprint Date / Reprint Date / )

Hata: 20.03.2025 Jata: 20.03.2025 Iara; 20.03.2025

b H H . 3 el
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teian

gana, India

Tol: +91 40 4500 2900, Fax: +91 40 4200 2999, Email; mail@driaddys.com
CIM: L85195AP LYSAPLCO04507

wwwdrreddys.com




Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

sparatories L

[ Revddy's L

CEPTHO®HKAT AHAJTU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ej}gm'xfg Ke'ropon“’ Jxcnpece (keroposak) Tabaerku, n'ltcncprum:tiu_ac B noaocTa pra, 10 mr —
Market / Prinox :Russia / Poccnsa
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne e O0nem cepin " 3600000 Tab
Analytical Repo\f‘t No/ . 040002853111 Date of Analysis / . 20.03.2025
AnagnTHueckni oTueT Ne JaTa anaan3a
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
JlaTa npoM3BOACTBA Tonen no e
Mfg. License No. / . ‘
Ipox3BoacTBEHHAS : MNB/05/263 1;1“‘ nur;;)’er./ . le-;N'(OM“g) S
auuensas Ne oMep

| Analysis performed according ND: / Anaans nposesen no HJL: JITE-Ne(004669)-(PT-RU)-190224

Page 7of9/Cip. 7 m3 9

1}? l: Test / [lokasaTennb Results / PesyabTaTsl Specification / Hopma
12 | Assay/KoaunvecTBeHnHoe 9.9mg/9.9wmr From 90mg to 11.0 mg of
onpeaesieHne (99.5 %) C15H3NO3°C4H (NO; {(ketorolac-

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
11,0 mr CsH13NO3°CsH 1 NO3
(keToponaka TpoMeramuH) (ot 90,0 xo
110,0 % oT 3asBeHHOr0 KONWYECTRA) B
TabneTke.

13 | Butylhydroxyanisole
content / Copaepxanue
6y THATHAPOKCHAHU3079

0.0989 mg/tab /
0.0989 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TabneTke.

14 | Package description /
OnucaHHe YNAKOBKH

10 tablets Im a blister of
(PA/AL/PE with
desiccant/IIDPE) foil // (PE/AL)
foil. 2 blisters with patient
ulonnatwon leallet m a carlow
pack. / [lo 10 Tabnetok B
6nucrepe uz  (TTA/AJUIID ¢
praronornorurenem/I19BIT)
¢onsry /1 (IID/ATN) donsru. o
2 GnucTepa BMECTE C JIMCTKOM-
BKJIAZIbIILEM B nayKy
KapTOHHYIO.

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. / Ilo 10 TabneToK B
Lumeepe ns (TTA/ATLTIO &
giaronornotutenem/II3BII) doneru //
(IN3/AJ1) doneru. ITo 1 win 2 Gnuctepa
BMECTE C JIMCTKOM-BKNaApllleM B MAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

Ipumeyanne: Ilpoaykt cooreetcTByeT TpeboBanmsam HJI I

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
! lonrorosneno: Rama kant 1lpoBepero: Santosh Kumar | Unobpeno: Menemxep / PykoBonutens
f’\ Maurya &% Amit Kumar L
UL s N~
. L !
Reprint Date / v Reprint Date / Reprint Date / )
JaTa: 20.03.2025 Jara: 20.033%0_25 3 Jlara: 20.03.2025

Registered Office

. §-2-337, Road No. 3, Banjma Hills, Hyderabad - 500634, Teiangana, Indiz

Tel: =91 40 4900 7900, Fax: +91 40 4600 2999, Email: maii@drreddys.com
CIM: L85105AP1981PLCUNSS07

wwvw.direddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulazion Unil-6
i .1 . 1 P

Vil Kho i

CEPTHO®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Mpoayxr: Ke‘rogﬁ_{l" Ixenpece (keToponak) TabNETKH, AHCHEprHpYyembie B NOI0CTH pTa, 10 mr o Coully
Market / Prinok :Russia / Poccus
Batch No / s Batch Quantity / ~ 3600000 tab /
Cepna Ne Ak O6nem cepas " 3600000 Tab
Analytical Repog't No/ . 040002853111 Date of Analysis / . 20.03.2025
AHagnTHyecKuii oTyer Ne Jara ananusa .
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
MaTa npousBoacTBa -~ - | Tomen mo .
Mfg. License No. /
IIponsBoacTeeHHAs - MNB/05/263 MA number: / 5 JITL-N2(004669)-(PT-
Homep PY RU)
| iuensis Ne =
| Analysis performed according ND: / Anayin3 npoBesies no H: JII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ C1p. 8 w3 9

* 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.

* [Ipy BLINycKe JIeKapCTBEHHOro NIPENapaTa KOHTPOJIb KA4eCTBA M0 NOKA3ATENI0 «MukpoGuonornyeckan
YMCTOTA» NPOBOANTCS AN KAKAO0#H 20-0it cepuu, HIH AH OAHON CepuM B IO, B 33BHCHMOCTH OT TOr'0, 4TO

HACTYNHT paHbLIE.

| API name / HaumenoBanne APC:

Ketorolac tromethamine / Ketopojiaka TpoMETaMMH

INN / MHH: _
API manufacturer batch number /
Homep cepun npoussoantens ADC:

Ketorolac / KeToposiak

ABRHO008105

FP Manufacturer API Batch number /
Homep cepru cyOGcTaHIHE HPON3BOAHTETSE
rJid:

FERAO00559

API Manufactured by & country /
ITponzeomurens ADC, crpaua:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepnu'c JlaGoparopuc JITA., Huaus

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

HaumMeHoBaHH e, aqpec, JTHNEU3HA A19
ITpousBoacTBeHHasn muomanka / Ilnomanxa

KOHTPOJA KadecTa / [lnomaaka BelnycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

JI-p Peqnu’c JlaGoparopwue Jita., Uanus, IIponsBOACTBEHHOE
noapasnenenue-6, Bui. Kxons, Hamarapx Poyn, banau, HucTpHKT
Conan, X.IT., 173205, Munusa (nuueH3us HOMED MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/

TIpumeyanue: ITpoaykT cooTseTcTByeT TpeGoparmam HI

Conclusion : APPROVED /
Saxmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

INoxrororneso: Rama kant [Iporepeno: Santos‘hrg'tumar Onobpeno: Menemsxep / PykoBoaurenb
@"‘ dJ\ Maurya & Amit Kumar L

Reprint Date / - Reprint Date / Reprint Date / Y

JHara: 20.03.2025 Hata: 20.03.2025 HMara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mati@drreddys.com

CIN: LE5195AP1982PLCO04507
www.drredays.com




)r Reddy's Laboratories Lud .

@
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A '~ = “0 =
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon® Ixenpece (ketoponax) Tabaerkn, ancneprapyemsie b noaoctn pra, 10 mr sl
' Market / PeiHox ) :Russia / Poccus
Batch No / . ; Batch Quantity / _ 3600000 tab /
Cepua Ne ¢ V2500001 Oo6nbem cepuy * 3600000 Tab
Analytical Repo“rt No/ . 040002853111 Date of Analysis / . 20.03.2025
Anananruyeckuii oruer No JlaTa anaausa - L
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jata mponsBoacTsa I | Tonen no 5 = peeg
Mfg. License No. / ] .
ITponzBopcTBeHHan : MNB/05/263 N aRber: / : S (004062)5 (P]"-
Homep PY RU)
Jxnensns Ne — K .
_Analysis performed according ND: / Ananu3 nposesies no HJL: JITI-Ne(004669)-(PT-RU)- 190224 5
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product has been manufactured, including packagmg/labehng and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3aK/Ii09eHHe 0 COOTBETCTBHM: «HaCTOAIMM S HOATBEPXAA0, YTO HPHBENCHHASA BhINIE HHGOPMALIMS SIBIIAETCS
JOCTOBEPHOH M TOYHOM. DTa CepHs NPOAYKUMH IPOM3BEAeHa (BKJIOYAsd yMaKoBKY (MapKMpOBKY) M KOHTPOIb
KauecTBa) H4 BBINEYKA3aHHOM IIPOH3BOACTBEHHOM IUIOmMAAKke (MIOINafKax) B IIOJHOM COOTBETCTBHM C
TpeboBanmusamu [IpaBui Hamiexares IIPOM3BOJICTBEHHOM MpakTHKH EBpasuicKoro 3KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaHUAMHU KOHTPOJI KaYeCTBA JIEKApCTBEHHBIX CPEACTB,
a TakXe€ B COOTBETCTBHH CO CITEI{HPHKAIIHAMH, COAESPIKAIMAMHUCA B PETHCTPAllHOHHOM JOCHE CTPAHBI-UMIIOPTEpa.
3aIIiCH 10 NPOU3BOJICTBY, YIIAKOBKE M AHAJIH3Y IPOBEPEHEL, H YCTAHOBIIEHO X COOTBETCTBHE TpeboBaHHsM IIpaBmi
HaJJIeXamel IpOU3BOACTBEHHOMN NPAKTHKK EBpasHMCcKOro SKOHOMHYECKOTO COI03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

[pumeuanue: [Ipoaykr coorBercTByeT TpeboBanusm HJT 3akmrouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorornero: Rama kant IIposepeHo: Santosh. Kumar | Omobpero: Menrempiep / Pykosopurens

Maurya ;; Amit Kumar L

M HEa N

Reprint Date / L Reprint Date / Reprint Date / 1

Jara: 20.03.2025 Jlara: 20.03.2025 Jara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.drredays.com




