Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
il Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P,, 173 205, INDIA

Tet:+51 55166 50001-02

CEPTUOUKAT AHAJIN3A

wwiw.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixcnpece (xeTopojak) TabjieTKH, JHCHEPIHPYeMbIe B HOJ0CTH PTA, 10 mr

Market / Poinox :Russia / Poccua

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne § VESOER O6beM cepun " 3600000 Tab

Analytical Repo‘}*t No / . 040002949183 Date of Analysis / . 30.05.2025

AHanuTH4YecKHi oTueT Ne Jata ananuza

Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027

JaTa npou3BoacTBA TI'ogen no

Mfg. License No. / ) .

IpoussoacTBeHHast - MNB/05/263 MA pumber: / : JIII-N2(004669)-(PT-
Homep PY RU)

Juauensus No

Analysis performed according ND: / Anaans nposeaen nmo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page10of 9/ Crp. 1139

No

No Test / TlokasaTesb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrnsie
side. / KpyrJble j10cKue iockde TabieTku ¢ ackoif, cBeTo-
TabneTKu ¢ hackoii, cBeTIO- XKEJNTOro lBeTa ¢ IPaBUPOBKOA «I» Ha
KENTOro LBeTa ¢ rPaBUPOBKOMH OZIHOH CTOpPOHE.
«!» Ha OJHOM CTOpOHE.

2 Identification / Unentudukanus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-cnexTpbl NOCNOMIEHUA
UCOBLITYEMOr0 pacTBOpa H  pacTBopa
CTaHgapTHOro  ofpaslia  KeToponaka
TpoMeTaMHHa JOJIXKHBI HUMETh
MaKCUMYMBI TIPH ORXHON U TOH ke JJIHHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: [TpoaykT cooTreTcTBYET TpeboBanuaM HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Rama Kant

%M\LLU\

Checked by /
Ipoeepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PVhOBO,[I,HTeHI:
i Pavan Kumar Sharma

Y e

P

Reprint Date /
Hata: 30.05.2025

Reprint Date /
Jarta: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Registered Office: §-2-327, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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., 172 205, INDIA
el : +91 95166 56001-02

CEPTUPUKAT AHAJINU3A

ww\w.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jxcnpece (keToposak) TabjieTkKH, JHCHEprupyeMble B NOJOCTH pra, 10 mr

Market / PpiHok :Russia / Poceus

Batch No / _ Batch Quantity / . 3600000 tab /

Cepus Ne U O6bem cepuH " 3600000 Tab

Analytical Repourt No/ . 040002949183 Date of Analysis / . 30.05.2025

AHannTHYecKkHil oTyeT Ne JlaTa ananusa

Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027

JaTta npou3BoacTBa TI'ogen xo

Mfg. License No. / . .

IIponssoacTBeHHAA : MNB/05/263 MEsnuniiee: : A CQ0SGE ST
Homep PY RU)

Jaunensus Ne

| Analysis performed according ND:

/ Anaaus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page20of9/Crp.2u3 9

No

Test / [loka3zaTenpb
Ne

Results / PesynbTaTh!

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). / Bpemst yaepxuBaHus
OCHOBHOTO IIHKa Ha XpoMaTorpaMme
HCIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBaHUA
OCHOBHOrO [MHKa Ha XpoOMaTorpaMme
pacTBOpa CTaHOapTHOTO obpasia
KeTOpojlaka ~ TpoMeTamMuHa  (pasgien
«Konn4yecTBEHHOE OMPENEIIEHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumenanne: [Iponykr cooTercTByeT TpedosanusM HJL 3axmwouenne: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrororneno: Rama Kant IIposepeHo: Pardeep Kumar | OmobpeHo: MeHemxkep / Pykosopiureis
uj\ { Pavan Kumar Sharma £,

Spdbd = e ——r
Reprint Date / \ Reprint Date / Reprint Date /
Jata: 30.05.2025 JHata: 30.05.2025 Jarta: 30.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLCOVA4507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P,, 173 205, iNDIA

o) Gl E S '7
Tel . +91 55166 5600102

CEPTUD®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoxykr: Keropoa® Dkcnpece (xeTopoaak) Tab/1eTKH, AHCHEPrupyemMble B M0JOCTH pra, 10 Mr

Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepns Ne RSO O6beM cepuH " 3600000 Tab
Analytical Repourt No/ . 040002949183 Date of Analysis / . 30.05.2025
AHajnuTHYecKHH oTyeT N2 JlaTa ananusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npoH3BOACTBA T'open no
Vife. License No. / , MA number: / . JIII-Ne(004669)-(PT -
IIpousBoacTBeHHast : MNB/05/263 ;

Homep PY RU)
JHneH3us Ne

Analysis performed according ND: / Anaius nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page30of 9/ Cip.3 n3 9

1}2 Test / Iloka3zaTennb Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBEeTCTRYET 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
yIepKHUBaHUS ITHKOB
2-6yTHITUAPOKCHAHHU30JIa u
3-6yTHATHIPOKCHAHN30I1A Ha

XpOMAaTorpaMMe MCIbITYEMOro pacTBOpa

JODKHBI  COOTBETCTBOBATh  BpEMeEHaM
yAEp)KUBAHUA MHKOB
2-0yTUNTHAPOKCHAHU30J1a u
3-0yTUNTHAPOKCHAHHN30]12 Ha

XpOMaTOTpaMMe pacTBOPa CTaHAAPTHOI'O
o6pasua OyTHATHAPOKCHaHU30Ma (pa3ien
«ConepxaHue

OyTUNTHAPOKCHAHU30JIa»).

Remarks: The Product conforms to ND/

IMpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HL

Conclusion: APPROVED /
3axawouenne: OJJOFPEHO

Prepared by /
IToxroroeneso: Rama Kant

Aot

Checked by /
IpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosozmrens
Pavan Kumar Sharma dp—

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jata: 30.05.2025

Reprint Date /
Hata: 30.05.2025

Registared Office: 8-2-33

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india

Tel- 491 40 4900 29010, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vili. Khol, Malagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

Tei:+51 95166 56001-02

CEPTUOUKAT AHAJTTH3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® renpece (keropoak) Tab/ierkn, Ancueprupyembie B 0oaoctu pra, 10 mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne $V2301047 O0bem cepun " 3600000 Tab
Anmalytical Repourt No/ - 040002949183 Date of Analysis / . 30.05.2025
AHanuTHueckuii oTuer Ne Jlara aHaIH3A
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npous3BoacTBa T'ogen xo
Mfg. License No. /

, MA number: / ~ JHI-Ne(004669)-~(PT -
IIponsBoacTBeHHast - MNB/05/263 Homep PY " RU)

JHueH3us Ne

Analysis performed according ND: / Anainz nposeaen nmo HJI: JII-Ne(004669)-(PT-RU)-190224

Page 4 0f 9/ Crp. 4u3 9

Results / PesyabTaThl

Specification / Hopma

OaHOPOAHOCTB MacChl

1;.2 Test / [loka3zaTeJib

3 Average weight / Cpeausas
Macca
Uniformity of weight /

69.6 mg / 69.6 Mmr

Complies / CooTBETCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr mo 72,8 mr (70,0 Mr + 4,0 %).

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than = 20 %. /
18/20 Tabnetox — He Oomnee = 10 %;
2/20 tabneTok — He 6onee £ 20 %.

4 Disintegration time /
PacnapaeMocTthb

00 min 19 sec/ 00 MuH 19 cek

Not more than 3 min. / He Gonee 3 MuH.

5 Dissolution / PacTBopenue

Unit-1/ Tabn-1
Unit-2 / Tabn-2
Unit-3 / Tab1-3
Unit-4 / Tabn-4
Unit-5 / Tabn-5
Unit-6 / Tabn-6

99 % Not less than 75% (Q) of

100 % CisHi3NO3C4H | NO; (ketorolac
: tromethamine) in 15 min. / He Mmenee

100 % 75 % Q) C15sH13NO3°C4H 1 NO;

100 % (keToponaka TpOMeTaMHH) Yepe3 15 mMuH.
()

100 %

100 %

'Remarks: The Product conforms to ND/
[pumeuanue: IpoaykT coorseTcTByeT TpeboBanuam H/L

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
TToarorosneso: Rama Kagt

Checked by /

W

[Tporepeno: Pardeep Kumar

‘-'_"..TI._._——-_

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTeNb
Pavan Kumar Sharma A e

" = et

s

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jata: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Registered Office: 8-2-337,

Road No. 3, Banjarx Hilis, Hyderabad - 500034, Telangana, Incia

Tal- 401 4N 440N 7900 Fax- +91 40 4900 2999, Email: mail@drieddys.com
CiN: L85195AP1984PLC0OV4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

Tel:+21 95166 56001-02

CEPTUD®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxcnpece (keToposiak) TabieTKH, JACIeprupyemMble B M0JI0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / i Batch Quantity / 3600000 tab /

Cepus Ne e O0bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002949183 Date of Analysis / . 30.05.2025

AHanuTHYEeCKHH oTueT No JlaTa aHanmn3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jara npoH3BoACTBA T'ogen 1o

Mifg. License No. / . .

IIpousBoacTBeHHAA : MNB/05/263 Sl : SIS (UORG60)-(F e
Homep PY RU)

JuneHzug Ne

Analysis performed according ND: / Anaaus nposegen mo HJI: JIIT-Ne(004669)-(PT-RU)-190224

Page50f9/Crp. S5uz 9

l}? Test / IlokazaTennb Results / Pesyabrathbl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 um sieve is formed. / Obpasyercs
ONIHOPOJHAsL CYCTIEH3Usl, TpPOXOAAulas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MEM.
[/ Impurities / Ilpumecu
1-hydroxy analog of 0.0037% not more than 0.5 %; / ve 6oxee 0,5 %;
ketorolac: /
l-rugpoxcuananor 0.05%
KETOpOIaKa
1-keto analog of ketorolac / not more than 0.8 %; / ue 6onee 0,8 %,;
1-KeToaHaIor KETOpOoJIaKa 0.02%
unidentified impurity / not more than 0.5 %; / ue 6onee 0,5 %;
eMHHYHAsA
HeuaeHTU(GULIMPOBaHHAS
OpUMECH
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
CyMMa NnpuMecet
8 Water content / 24 % Not more than 7.0 %. /
Copep:xkaHue BOABI He 6onee 7,0 %.

Remarks: The Product conforms to ND/
IMpumeuanue: IIponykT coorBeTcTBYeET TpeboBanusam HJI

Conclusion: APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by /
ITonrorosieno: Rama Kant

Bolotl

Checked by /
ITposepeHo: Parde_ep Kumar

—l -

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykopoauTesis

Pavan Kumar Sharma Ap—

Reprint Date / \
Jara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jlara: 30.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4900 2900, Fax: +91 40 43C0 2999, Email: mail@drreddys.com
CIN: L853195AP1934PLCO04507

www.drreddys.com




Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS

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

Vill, Khol, Malagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iINDIA

T nd AN Cn TAMNT 0D
121 . T51 Z70lob DouUL-Us

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxenpecc (keToposak) TabjaeTkn, iucnepripyemble B HOJI0CTH pia, 10 Mr

Market / PoiHOK :Russia / Poccus N

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne i HEOER O6beM cepHu " 3600000 Tab

Analytical Repourt No / - 040002949183 Date of Analysis / . 30.05.2025

AHajquTHYecKu il oTgeT Ne JlaTa ananusa

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

JlaTta npoun3BoACTBa TI'onen go

Mfg. License No. / ) .

IIpoussoacreeHHas : MNB/05/263 Mo / : J-INe (D0 6OS)=(lR
Homep PY RU)

Junenzas Ne

Analysis performed according ND: / Auaaus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 60f 9/ Crp. 6 3 9

if Test / [loxa3zaTeqab Results / PesyabTaTsl Specification / Hopma
9 Residual solvents / OcTaTo4uHbIe OPraHHYE€CKHEe PACTBOPHTEH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
H3zonponanon 4 mkr B Tabnerke He Gonee 350 MKr B TabNETKE.
10 Microbiological purity*/ Mukpo6uonornueckas yucrora®
Total Aerobic Microbial NA not more than 10® CFU/g; /
Count / obuiee 4YnuciIo He Gonee 10° KOE/T;
a3poOHbIX MUKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 10°> CFU/g; /
mold count / obinee yncno He 6onee 10> KOE/r;
JPOMXCKEBBIX U ILUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T
11 | Uniformity of dosage units / 2.6 Acceptance value (4¥) not more than
OaHopoAHOCTH 15.0 TMokazatens npuemieMocTu (AV)
NO03UPOBAHHBIX AHHHIL JIoJmKkeH ObITh He 6onee 15,0.

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTeTcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3axawouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama Kant

Checked by /
IporepeHno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauress
Pavan Kumar Sharma :

G
\

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Benjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “5.'

r. Reddy's Laboratories Ltd.
Fermulation Unit-6
vili. Khol, Nalagarh Road, Baddi,
Distt. Soien, H.P., 173 205, iINDIA

CERTIFICATE OF ANALYSIS  Tei:+5i 98166 56001-02

CEPTHOHUKAT AHAJI3A

wwiv.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jxcnpecc (KeTopoaak) TabaeTKH, AHCHEPTHPYeMble B HOJIOCTH PTa, 10 mr

Market / Poinox

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne =0t O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002949183 Date of Analysis / . 30.05.2025

AHanuTHYeCKH# oTueT Ne JlaTa anagu3a

Date of Manufacture / . 05/2025 Date of Explry/ . 04/2027

JlaTa npousBoacTBA T'omen a0

Mfg. License No. / . .

IIpouseoacTBeHHAan : MNB/05/263 L e : SN0 665 ==
Homep PY RU)

Jnnenzns Ne

Analysis performed according ND: / Ananus nposenen mo H/L: JITT-Ne(004669)-(PT-RU)-190224

Page 7 of 9/ Crp. 7u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
6nucrepe w3 (IIA/AJI/IIS ¢
praronoraorureaem/I[19BIT)
donwru // (I15/AJ]) doneru. Ilo
2 GamcTepa BMECTE C JHCTKOM-
BKJIAJIBIIIEM B nayky
KapTOHHYIO.

1;.:) Test / lloka3zaTennb Results / PesynbTaThbl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.3mg/ 10.3 Mr From 9.0mg to 11.0 mg of
onpejaeneHne (102.6 %) Ci15sH13NO3+C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 mMr Ci5H13NO3*C4H 1 1NO;3
(xeToponaka TpoMmeramun) (or 90,0 nmo
110,0 % OT 3asABIEHHOTO KOJMYECTBA) B
TabJeTKe.
13 | Butylhydroxyanisole 0.0918 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0918 mr B TabneTke He menee 0,042 Mr B TabJeTKe.
Oy THArHAPOKCHAHH30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNakoBKU (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 Tabmetok B
6nuctepe u3 (TTA/AJVIID c
sraronornotutenem/[1BIT)  donern //
(T12/AJT) ¢onsru. Mo 1 win 2 6aucrtepa
BMECTE C JIACTKOM-BKJaJbILIEM B TauKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

[Tpumeuanue: [Ipoaykr cootseTcTByeT TpeboBanusM HJI

Conclusion: APPROVED /
Zakawuenne: OJJOGPEHO

Prepared by /
TMoarorosneno: Rama Kant

l'_“}mc,@'

~

Checked by /
[Tposepeno: Pardeep Kumar

et

Approved by: Manager/Executive /
Ono6peHo: MeHemxep / PykoBonuTtens
Pavan Kumar Sharma

I >

L

Reprint Date / \
JHata: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Registered Oftice: 8-2-

337, Road No. 3, Banjara Hii

is, Hyderabad

500034, Telangana, Inaia

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

CIN: L85195AP1934PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel ; +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHA.THU3A

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

Ipoaykr: Keropoa® Ixcnpece (keroposak) Tabierku, gucneprupyemMbie B HOJOCTH pra, 10 mr
Market / Poinok :Russia / Poccus

Batch No / ; Batch Quantity / 3600000 tab /
Cepus Ne § VU Ob6nem cepuu " 3600000 Tab
Analytical Report No/ . 040002949183 Date of Analysis / . 30.05.2025
AHanuTHyeckHii oTyeT Ne JaTa aHanausa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npou3BOACTBA I'opeH 10

Mfg. License No. / . o
IlponsBojacTBEHHAR : MNB/05/263 MA number: / : JIII-Ne(004669)~(PT -

Homep PY RU)

Junen3us Ne

| Analysis performed according ND: / Anaius mposenen no HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 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.

* IIpu BBINYCKE JIeKAPCTBEHHOr0 MPpeNapaTa KOHTPOJIb Ka4ecTsa Mo noKasarteno «MHKpoGHOo10rHYecKas
YHCTOTa» MPOBOIUTCS A5 Kasxaoii 20-0ii cepun, WK Q1A OAHOH cepuu B roj, B 3aBHCUMOCTH OT TOr0, YTO
HACTYIUT paHblIe.

API name / HaumenoBaune ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoaures A®C:

ABSHO001109

FP Manufacturer API Batch number /
Howmep cepun cy6CTAHIHA NPOH3BOTHTEA
rJido:

FESAQ00158

API Manufactured by & country /
Ipouszsoaurtenp ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J1-p Pennu'c Jlabopatopuc Jlta., Muaus

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

Haunmenosanue, aapec, THOCH3HS IS
IIpouszBoacreennas niaomanaka / Ilnomanka
KOHTPOJIA KadecTBa / Ilnomaaka BeINYCKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
II-p Penau’c JlaGoparopuc JIta., Uuaug, [IpousBoacteentoe

noxapasaenenre-6, Bun. Kxons, Hanarapx Poyn, banau, JucTpukt

Conan, X.I1., 173205, Uuaus (auuensus Homep 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/

[Npumeyanue: [TIpoayKT cOOTBETCTBYET TpeboBanusam H/T

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Checked by
IlpoBepeHo:

Prepared by /
Toarorosneno: Rama Kant .r
fhat
b

/
Pardeep Kumar

o —

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyhoeomnenb
Pavan Kumar Sharma

Reprint Date / \

Jara: 30.05.2025

JlaTa: 30.05

Reprint Date /

Reprint Date /

2025 Hara: 30.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Inciia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6
Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 7o :+91 95166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

L X
Dr.Reddy’s Q,‘.’

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Jkcupece (KeTopoJak) Tabjaers, AncHepriupyemsie B N0J0CTH PTa, 10 mr
 Market / Prinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne V2501047 O6bem cepun " 3600000 Tab
Analytical Report No/ - 040002949183 Date of Analysis / - 30.05.2025
AHaiuTH9ecKkHii oTyer No Jlara anann3a
Date of Manufacture / - 05/2025 Date of_ Expiry / . 04/2027
JlaTa nponssoacTBa Tosen g0
Mfg. License No. / . .
IIponsBoaCTBEHHAS : MNB/05/263 MA number: / : JILI-Ne(004669)-(PT -
Homep PY RU)
anuenzus Ne
Analysis performed according ND: / Ananus nposeien mo HJI: JIT-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».

3akouenne o coorsercTBum: «HacTOAIMM 5 IOATBEPXKIAIO, YTO HPHUBEJCHHAS BHIE HHOOPMAUMS ABJIAETCS
JOCTOBEpHON M TOYHOH. DTa cepHs NPOAYKLHMH MPOM3BEACHA (BKIIOYAs yNAKOBKY (MapKHPOBKY) W KOHTPONB
KadecTBa) HA BHIIICYKA3aHHOM IIPOM3BOACTBEHHOHN IUTOmaAKe (IJIOIA[Kax) B IIOJIHOM COOTBETCTBHH C
TpeboBanusaMu [IpaBun Hajulexalieil MPou3BOJACTBEHHOH NPAKTUKKM EBPasHiCKOro SKOHOMHYECKOTO CO03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGoBaHHAMH KOHTPOJIS Ka4eCTBa JICKapCTBEHHBIX CPECTB,
a Tak)Xe B COOTBETCTBHH CO CIeMUGUKAIUAME, COACPKALIUMHCA B PETHCTPAIMOHHOM JOCBE CTPAHBI-UMIIOPTEPA.
3aIHCH [0 IPOU3BOICTBY, YIAKOBKE H aHAIIW3Y IIPOBEPEHBL, U YCTAHOBIEHO HX COOTBETCTBHE TpeOoBaHUsM IIpaBu
HaJIexKallel POU3BOACTBEHHON IIPaKTHKY EBpasHiCKOro 3KOHOMHYECKOT0 COI03ay.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeyanue: IIpofyKT cooTBeTCTBYET Tpebosanuam HJT 3axmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Rama Kant IIpoeepeno: Pardeep Kumar | Onobpeno: Menemiep / Pykogoaurens

g\ (NI\ Pavan Kumar Sharma A
\ L . ~:_J‘_-——- - \

pd

Reprint Date / ' Reprint Date / Reprint Date /
Hara: 30.05.2025 Jata: 30.05.2025 JHata: 30.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN- 1 85595AP19R4PI CNN4507
www.drreddys.com



