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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 956166 56001-02
www.drreddys.com

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

Mpoaykr: Ketopoa® Ixcnpecc (keToposak) TabJeTKH, AHCHeprupyemMble B HOJIOCTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / i Batch Quantity / 3600000 tab /

Cepus Ne § M22007ES O0Bem cepuu " 3600000 Tab

Analytical Repovrt No/ . 040002911017 Date of Analysis / . 90.04.2025

Ananuruyeckdii oTyer Ne HJata anann3sa

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jdarta npou3BoacTBa T'onen go

Mfg. License No. / . .

I poussoacTeennas : MNB/05/263 ST by . JII-Ne(004669)-(PT-
Homep PY RU)

JHnen3us Ne

| Analysis performed according ND: / Ananus nposeaen no HJI: JII-Ne(004669)-(PT'-RU)-190224

Page1 of 9/Crp. 1 39

tablets with "|" debossed on one
side. / Kpyrnble miockue
TabneTky ¢ (ackoii, CBETIO-
JKEJTOTO LIBETA C IPaBHPOBKO
«l» Ha oiHOI1 CTOpOHE.

1;.00 Test / [lokasaTesb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrisie
niockue TabneTku ¢ (ackoil, cBerio-
XKeJITOro 1BeTa C I'paBUPOBKOH «|» na
OJIHOW CTOPOHE.

2 Identification / UaenTndpuxauus

Ketorolac / Kemoponax Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpbl NOIIOLUIECHUS
HCMBITYEMOr0 pacTBOpa M pacTBopa
cTanmapTHoro  ofpasLa  KeTopoJsaka
TpOMeTaMHHa IOJDKHBI UMETh
MaKCHMYMBI TIPH ONTHOW W TOH Xe IJIMHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusM HT 3akmwuenune: OJOBPEHO

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

[Nonrororneno: Ramakant INposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoautensb
W Amit Kumar /\ A

Reprint Date / ' Reprint Date / Reprint Date / !

Hara: 29.04.2025 Hara: 29.04.2025 Jara: 29.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabacdi - 5

0034, Telangana, India

Tel: +81 40 4300 2900, Fax: +31 4G 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,

jstt. S H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 0o >0 P & Jbi

1 O
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CEPTUDUKAT AHATM3A oo oo

Product ;: Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Dkcnpecc (KeToposiak) Tab/IeTKH, AMcHeprapyeMbie B HoJocTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne 2 VEOUIES O6bem cepun " 3600000 Tab

Analytical Repo:’t No / - 040002911017 Date of Analysis / . 29042025

AHanuTHYecKHH oTUeT Ne Jata ananiunsa

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JlaTa npou3BoACTBa I'onen xo T

Mfg. License No. / . .

IIpousBoncTBeHHAA : MNB/05/263 M jmammbeerisi/ : i Ll g G B
Homep PY RU)

Junenzus Ne

Analysis performed according ND:

/ Anaaus nposenen no HJ[: JII-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Crp.2 n3 9

" No

No Test / Iloka3zaTennb

Results / PesyabTaThi 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 yaepxuBaHus
OCHOBHOTO TTHKAa Ha XpoMaTorpamme
UCTIBITYEMOTO pacTtBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YACPKHBAHUA
OCHOBHOIO IIHKa Ha XpOMaTorpaMme
pacTBOpa CTaHJapTHOro obpasua
KeTopojgaka  TpoMeTamuHa  (pasgen
«KoMyecTBEHHOE OTIPENCIICHUER).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoayKT COOTBETCTBYET Tpebosanusm HJT Saknwuenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Ramakant Tposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoaures
Amit Kumar

- e e
Reprint Date / ) Reprint Date / Reprint Date / )
Hara: 29.04.2025 Jara: 29.04.2025 Hata: 29.04.2025

Registered Offic

e: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 300034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q,’:’.

Dr. Reddy's Laboratcries Ltd.
Formulation Unit-6

vill, Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, iNDIA

fei : +91 33166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

www.drreddys.com

|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxr: Keropoa® Dkenpece (keTopoaak) TabaeTkH, JHcIeprupyembie B MOJ0CTH pra, 10 Mr

Market / Poinok Russia / Poccus ]

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne b O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002911017 Date of Analysis / . 29.04.2025

AHanuTHyeckui oTuer Ne JlaTa ananu3za

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jata npoH3BOACTBA T'omen no |

Mfg. License No. / .

IIpouzBoacTBeHHAR : MNB/05/263 s 12 > i gl gt
Homep PY RU)

Junensna Ne

Analysis performed according ND:

/ Ananus nposeaed nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page3 of 9/ Crp.3 m39

%’0 Test / [NokasaTesb Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneudpoxcuanuson 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
yIepXKUBaHUA TTHKOB
2-6yTUITHAPOKCUAHH30J1a u
3-6yTUITHAPOKCHAHH30J1a Ha
XpoMaTorpaMmMe HCIBITYEMOTO pacTBOpa
JOIDKHBl  COOTBETCTBOBATH  BPEMEHAM
yIOepKUBaHHA IHKOB
2-0yTUNruApOKCHaHU30Ma u
3-0y TUITHAPOKCHAHU3011A Ha
XpOMaTorpaMMe pacTBOpa CTaHAAapPTHOTO
obpaszua GyTHArHApOKcHaHu30Ma (pasaen
«CopnepxaHue
OYTHATHAPOKCHAHU30IaN).

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

ITpumeuanue: [IpoayKT COOTBETCTBYET Tpebosanuam HJL Zaxmouenne: OJOBPEHO

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

IMoaroroeneno: Ramakant IMposepeno: Pardeep Kumar | Omobpeno: Menemxkep / Pykosonuresnb

Lﬂ«t i Amit Kumar i
bt e peck
Reprint Date / ' Reprint Date / Reprint Date / K
Hara: 29.04.2025 Jara: 29.04.2025 Hata: 29.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4300 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +91 53166 56001-02

www.drreddys.com

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

Tpoaykt: Keroposn® Dxenpece (KeTopoak) TabIeTKH, JucHeprupyeMbie B M0J10CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne V2500785 O6beM cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002911017 Date of Analysis / - 29.04.2025

AHanuTH4ecKHH oTyer No JlaTa aHaIH3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTta npou3BoCTBA Togen 1o

Mfg. License No. / . .

IIpon3BoACTBEHHAS - MNB/05/263 ML numbers ; JIII-Ne(004669)~(PT-
Homep PY RU)

JuneH3ns Ne

Analysis performed according ND: / Anaan3 nposeen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Paged4 of 9/ Crp. 4 u39

E.:) Test / [TokasaTeab Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeansis 70.4 mg / 70.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr go 72,8 mr (70,0 mr £+ 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OaHopooHOCTh Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee =+ 10 %;
2/20 Tabnetok — He 6oJee + 20 %.
4 Disintegration time / 00 min 14 sec / 00 mun 14 cek Not more than 3 min. / He 6onee 3 mun.
Pacnagaemoctn
5 Dissolution / PacTBopenne Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
; Ci5H13NO3*CsH 1 1NOs3 (ketorolac
Cnity La0ug 100 % tromethamine) in 15 min. / He menece
Unit-3 / Ta6n-3 98 % 75 % Q) CisH13NO3+C4H11NO3
. (keToponaka TpoMeTaMHH) depe3 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanue: [IpoaykT cooTseTcTBYeET TpeboBanuam HJI

Zakawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant IMpoeepeno: Pardeep Kumar | OxobpeHo: Menemxep / Pykosoauresib
f Amit Kumar A
/ O R /\’/ —
Reprint Date / \ Reprint Date / Reprint Date / '
Jara: 29.04.2025 Jlara: 29.04.2025 Hara: 29.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

GoN7D

CEPTUO®UKAT AHAJIU3A

I 401 93166 5600
I, TIL 20108 J0UVL T Ve

www.drreddys.com

Product : Ketorol Express (ketorolac) Orall§ Disintegrating Tablets 10 mg

IIpoaykr: Keropoa® Dkenpecc (KeToposiak) TabaeTKH, AHCNeprupyeMble B H0JIOCTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne W V2500785 O6nem cepun " 3600000 Tab

Analytical Repourt No/ - 040002911017 Date of Analysis / - 29.04.2025

AHaJuTH4YecKHH oTyeT No JlaTa aHaH3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JarTa npousBoacTBa Toxen oo

Mfg. License No./ ) o

ITpousBoacTBEHHAs - MNB/05/263 M numbexs,/ : JIR-Ne (0:4652) (BT
Homep PY RU)

Juuen3us Ne

Analysis performed according ND: / Anaans nposexen no HJI: JITII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp. Su3 9

JAucnepcHocTb

ioo Test / [loka3zaTenb Results / Pe3ysbTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpasyercs
OIHOPOAHAs CYCMEH3Us, TNPOXOAsAiIas
CKBO3b CHTO C pa3MepoOM OTBEpCTHH
710 MKM.

7 Impurities / TIpumecn

1-hydroxy analog of
ketorolac: /
1-runpokcuaHanor

Below LOQ (LOQ = 0.0032 %)
/ Huxe npenena
KOJIMYECTBEHHOTO OTIPEAENEHHUS

not more than 0.5 %; / He 6osee 0,5 %;

KeToposaka (TIKO = 0.0032%)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / ve 6onee 0,8 %;
1-keToaHaor KETOpoJlaKa
unidentified impurity / 0.02% not more than 0.5 %; / ne 6ousee 0,5 %:;
e IMHUYHAsI '
HEMAEHTUPUIMPOBAHHAS
[IPHMEChH
total impurities / 0.01% not more than 1.0 %. / He Gonee 1,0 %.
cyMMa Nnpumeced
8 Water content / 22% Not more than 7.0 %. /
Copep:xaHue BOAbI He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: [Ipoaykr coorBeTcTByeT Tpeboranusm HJI 3axmwogenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INonrororneno: Ramakant [poeepeno: Pardeep Kumar | Onobpero: Mexemxep / PykoBoauresb
Luf _ i Al Amit Kumar 1
/ T /\'/ —
Reprint Date / : Reprint Date / Reprint Date / '
Hara: 29.04.2025 Hata: 29.04.2025 Jlata: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 46 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tei: +51 38166 56001-02
www.drreddys.com

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

Ipoaykt: Keropon® Jkcnpece (keToposak) TabaeTkH, IHCIeprUpyemMble B MoJocTH pTa, 10 Mr

Market / PoiHoOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne § V2000785 O0bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002911017 Date of Analysis / . 29.04.2025

AHaaurndeckHii oTuet Ne Jara aHanH3a

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

JlaTa npoM3BOACTBA T'onen ao

Mfg. License No. / .

IIpou3BoacTBEHHAsA : MNB/05/263 A numbery i g (00 OO
Homep PY RU)

JHueH3ng Ne

Analysis performed according ND: / Anayus npoeenen no HJ: JIII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

ig Test / IokazaTennb Results / Pe3yasTaTbl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHu4ecKne pacTBOPUTENH
Isopropyl alcohol / 7 pg/tab / Not more than 350 pg/tab. /
Hzonponaxon 7 MKT B Ta0yeTke He 6onee 350 mxr B TabneTke.

10 | Microbiological purity*/ Mukpo6uonornyeckast yucrora*

Total Aerobic Microbial
Count / ob1iee 4ucno
a3pOOHBIX MHKPO-
OpraHu3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

not more than 10° CFU/g; /
He 6onee 10° KOE/T;

Total Combined Yeast and
mold count / obLiee YHCIO
IPOXIKEBBIX H TLTECHEBBIX
rpubor

Less than 10 CFU/g/
Meunee 10 KOE/r

not more than 10> CFU/g; /
He Gosee 10 KOE/r;

Escherichia Coli

Absent in 1 gram /
OrcytcTByeTB I T

shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.

11 | Uniformity of dosage units /
OaHopoaHOCTB
JO3HPOBAHHBIX €AMHUIL

3.1

Acceptance value (4V) not more than
15.0 Tokazartens npuemnemocty (A7)
JIoJnKed ObITL He Oonee 15,0.

Remarks : The Product conforms to ND/

IIpumeuyanue: [Tpoaykr cooTreTcTByeT TpeboraHusM HJT

Conclusion : APPROVED /
Zaxmouenune: OJIOBPEHO

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

IloarorosieHo: Ra@zl\;;} Iposepeno: Pardeep Kumar | Onobpero: Menemxep / PyxoBoauTesb
(- Amit Kumar )

Reprint Date / ' Reprint Date / Reprint Date / v

Hara: 29.04.2025 Hara: 29.04.2025 Jara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr.Reddy’s ‘}’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02
www.drreddys.com

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

poaykr: Ketopoa® Dxcenpece (keroposiak) TabieTku, AHCHeprupyeybie B noaocts pra, 10 mr

Market / Prinok :Russia / Poccus -

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne i V200755 O6bem cepHu " 3600000 Tab

Analytical Repo:‘t No/ - 040002911017 Date of Analysis / - 99042025

Anagutuuecknii oruet Ne JlaTa aHaau3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npon3soicTBa T'open xo

Mfg. License No./ ) o

IIpousBoacreeHHas : MNB/05/263 M eIy : (OO SO0l
Homep PY RU)

Junensus Ne

Analysis performed according ND: / Anasin3 nposeaed no HJU: JIII-Ne(004669)-(PT-RU)-190224

Page 70f 9/ Crp. 7u39

No

Test / [Toka3zaTennb
No

Results / PesyabTaThl

Specification / Hopma

12 Assay / KonuyecTBeHHOe
onpeneJieHHe

10.0 mg / 10.0 mMr
(100.1 %)

From 90mg to 11.0 mg of
Ci5H3NO3*C4H ;1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr mo
11,0 mr C15H3NO3+C4H;NO;
(keToponaka tpoMeramuH) (oT 90,0 no
110,0 % oT 3asiBJICHHOTO KOJHM4ECTBa) B
TabeTke.

13 Butylhydroxyanisole
content / Conpep:xkaHue
OYTUJITHAPOKCHAHN30J1a

0.0916 mg/tab /
0.0916 Mr B TabneTke

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

14 | Package description /
OmnHcanne yNakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nuctepe w3z (ITA/AJVIID ¢
piaronoriorurenem/I[19BIT)

doneru // (I13/AJ1) donsru. Ilo
2 GnucTepa BMECTE C JIMCTKOM-
BKJIa/IbIIIIEM B Mayky

KapTOHHYHO.

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 TabreTok B
6aucTepe u3 (JIA/AJVIID c
pnaronornotutenem/IIOBIT) doneru //
(II3/AJT) doneru. Ilo 1 wiu 2 Gaucrepa
BMECTE C JINCTKOM-BKJIAABILIEM B IAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTBYeT Tpeboanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
Iloarorosneno: Ramakant

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens

Jara: 29.04.2025

Jarta: 29.04.2025

MU’J : | ,{ Amit Kumar A
A —— At
Reprint Date / i Reprint Date / Reprint Date / :

Jara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Email: mail @drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
... Formulation Unit-6
@] Vill. Khol, Nalagarh Road, Baddi,

)
Dl'. Reddy S ‘ Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS 1o - 91 98166 56001-02
CEPTHUOUKAT AHAJIM3A  www.drreddys.com

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

Ipoaykr: Keropoa® Jxcnpece (keropoJiak) TabiaeTkl, JHCIeprupyemMble B N0J10CTH pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne + V2500785 O0beM cepuH " 3600000 Tab

Analytical Repovrt No/ - 040002911017 Date of Analysis / . 90.04.2025

AHanuTHYeCKHH oTueT Ne JlaTa anaamuza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npoussoacTea T'open g0

Mifg. License No. / . .

IlponseoacTBEHHAsS : MNB/05/263 MA number: / g JILL-No(004669)-(PT-
Homep PY RU)

JHIen3us Ne

Analysis performed according ND: / Anayn3 nposexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page8of 9/ Crp. 8 u3 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.

* [Ipu BbINYCKe JeKaPCTBEHHOrO MpenapaTa KOHTPOJIb KayecTBa 110 NoKasaTenio «Muxkpobuoorudyeckas
YHCTOTA» NPOBOAUTCS 15 Kaxaoi 20-0ii cepuu, BJIM AJIs1 OAHOII cepHy B rojl, B 3aBUCMMOCTH OT TOr0, 4TO
HACTYNHUT paHbllie.

API name / Hanmenosanue A®PC: Ketorolac tromethamine / Ketoponaka TpoMeraMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH009745

Howmep cepun npoussoguteas ADC:

FP Manufacturer API Batch number /

Homep cepus cyOcTaHIHH NPOH3BOAHTE SN FESA00032

Jd:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussogurtenn APC, crpana: J-p Pennu'c Jlabopatopuc JIta., Uupus

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) /

HaumenoBaHue, agpec, JHIECH3Hs M J-p Pennu’c Jlabopatopuc Jlta., Muaus, IpoussoacTeenHoe
IIpou3soacTBenHan niowmanka / [Lnomangka noapasaenedue-6, Bunn. Kxons, Hanarapx Poyn, bagau, Jluctpukr
KOHTpoJA KayecTBa / ILnomaaka Belmycka Conan, X.I1., 173205, Unnus (muuensus nomep 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/ Conclusion : APPROVED /
Npumeuanue: ITpoaykT coorseTcTBYET Tpebosanuam HJI 3axmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Ramakant [Mposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykopoaurens
Uﬁd-\ i;" _ Amit Kumar A

/ C—— /\,/ _—
Reprint Date / \ Reprint Date / Reprint Date / ==
Jara: 29.04.2025 Jara: 29.04.2025 Hara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Farmulation Unit-6

Qe
Dr. Reddy’s ‘_.0. Vill. Khol, Nalagarh Road, Baddi,

o Distt Solan, H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS 1. 91 95166 56001-02
CEPTUG®HKAT AHAJIM3A  yww.drreddys.com

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

Ilpoaykr: Keropoa® Jxcnpece (keropoak) TabieTKn, AMCIeprupyemplie B HOJIOCTH pTa, 10 Mr

Market / PoiHok :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne e O6bem cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002911017 Date of Analysis / . 99.04.2025

AHagauTHYeCKHi oTueT Ne JlaTa ananusa

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jdara npon3BoacTBa T'ogen no

Mfg. License No. / . o

IMpousBoacreeHHas : MNB/05/263 A aumberd/ ; JII-Ne(004669)-(PT-
Homep PY RU)

JHueH3us Ne

Analysis performed according ND: / Anaaus nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
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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 (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/0ueHHe 0 COOTBeTcTBHH: «HacTosmuM s OATBEP)KIAI0, YTO TIPUBEICHHAS BhIlle HHGOpPMaIus sABIAETCSI
JIOCTOBEPHOM M TOYHOM. OTa cepHs MPOAYKIMH MpOW3BeleHa (BKIIOYas YMNAKOBKY (MapKHpPOBKY) MW KOHTDOJb
Ka4yecTBa) Ha BBINICYKA3aHHOHW IPOU3BOJACTBEHHOH IDIOmajKe (TJIOIAJKaX) B IIOJHOM COOTBETCTBHH C
TpeboBanuaMy IlpaBun Haaexallei MpOM3BO/ICTBEHHOM NMpakTHKK EBpasuiickoro 3KOHOMHYECKOIO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeGoBaHHAMU KOHTPOJIS KAYECTBA JIEKAPCTBEHHEIX CPE/ICTB,
a TaKKe B COOTBETCTBHH CO CHEUUDUKALMAME, COJIEPKAITUMUCS B PETUCTPALIMOHHOM I0ChE CTPaHBI-HMIIOpTEpa.
3ammcH [0 IPOU3BOACTBY, YIIAKOBKE M AHAH3Y IIPOBEPEHB], M YCTaHOBIIEHO HX COOTBETCTBHE TpeboBanusaM IIpasui
HaJUIe)KaIled MPOU3BOICTBEHHOHN NPakTUKH EBpazuificKoro 3KOHOMHYECKOIO COO3ay.

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

ITpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanuam HJI 3axmouenne: OJOBPEHO

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

ITonroroeneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykosoauTtessb

W 1 Amit Kumar ‘/\ - =

‘l__'ul-—— = ———

Reprint Date / v Reprint Date / Reprint Date / '
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