Dr.Reddy’s ‘.o

CERTIFICATE OF ANALYSIS

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

vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 "’05, INDIA

CEPTHOUKAT AHAJIN3A

) 1 OQ1GE 5600102
ICl .T_J JO1Us Iuua vl

WWwW.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxcnpecc (keToponak) ra6aeTKH, AHCHEPrHpyeMble B MOJI0CTH pra, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnsa Ne V2501008 O6BeM cepuH " 3600000 Tab

Analytical Repovrt No/ - 040002960481 Date of Analysis / . 21.06.2025

AHaTHTHYeCKHH oTyeT No Harta anannza

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

Jarta npoM3BOACTBA T'open 1o

Mfg. License No. / . .

IlpousBoacTBEHHAS : MNB/05/263 DA, mumb exzld g P (004662 (Pl
Homep PY RU)

JHueH3sHsa Ne

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

Page1of9/Crp.1 u39

3 |
No . "
N Test / Tloxa3aTensn Results / PesyanTaTtil 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. / Kpyrunsie
side. / Kpyransie ninockue miockue Tabnetku ¢ ¢ackoil, cBetso-
TabneTky ¢ packoii, cBETIIO- XKEJNTOro IBera C IPaBHPOBKOH «|» Ha
MENTOrO NBETA C IPaBUPOBKOM OJIHOM CTOpPOHE.
«l» Ha oHOM CTOpOHE.
2 Identification / UnenTudukauns N

Ketorolac / Kemoponax

Complies / CooTBEeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-crekTpbl NOITIOLICHUA
UCIIBITYEMOrO pacTBOpa Y pacTBoOpa
CTaHgapTHOro  ofpasia  KeTopoJsaka
TpOMeTaMHIHa JIOJDKHBY HMETh
MaKCUMYMBb! TIPH OJHOU U TOH Xe IJIHHE
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
pumeuanue: Hpoaykr cooreTcTBYET TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / /| Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana lﬂ( IIposepeno: Ramakant Onobpeno: Menemxkep / PykoBoaurens

3 Amit Kumar A— \

/ —

Reprint Date / Reprint Date/ ! Reprint Date / i
Jara: 21.06.2025 Mara: 21.06.2025 Jara; 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banja

ra 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 ":’

CERTIFICATE OF ANALYSIS

Dr Reddy's Laboratories Ltc.
Formmulation Unit-6

vill. iKhoi, Nalagarh Road, Baddi,
Distt. Solan, H.E, 173 205, INDIA

CEPTUPUKAT AHAJIN3A

Sl ek e R T ol et alat A alg]
(@i, Tl Zoluu JvvuTue

www. drredays.com

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

Mpoaykr: Ketopoa® Jkcupece (keTopoJak) TabaeTkH, AUCHIeprupyeMble B MOJIOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne t M2sOlbie O6bem cepun " 3600000 Tab

Analytical Repo“rt No/ . 040002960481 Date of Analysis / . 91.06.2025

AHanuTHYeCKHii oTyeT Ne JlaTa aHanau3a

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

[JaTta npoussoacrea I'ogen xo

Mfg. License No. / . o

IIpousBoacTBeHHAS : MNB/05/263 A wmbes ] N Na ((04652) <
Homep PY RU)

Juuenzus Ne

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

Page20of9/Crp.2 m39

No
Ne

Test / [Toka3zaTein

Results / Pe3yabTaThl

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). / Bpemsa yaepxuBaHus
OCHOBHOrO IIHKa Ha XpOMaTorpaMMe
HCTILITYEMOTO pacTBopa TOOJDKHO
COOTBETCTBOBATH BPEMEHH YAEPKHBAHUS
OCHOBHOTO MHKa Ha XpoMaTorpaMMe
pactBopa CTaHAapTHOTO obpasua
KeTopojaka  TpoMmeramuHa  (pasaen
«KonuyecTBeHHOE OnpeieIeHre»).

Remarks: The Product conforms to ND/
Ipumeuanne: IIpoaykr coorBercTBYeT Tpebosanusm HJI

3akn

Conclusion: APPROVED /

wuyenune: OJJOBPEHO

Prepared by /

IToarorosneno: Pravesh Rana 3 /

L

Checked by /
[IpoBepeno: Ramakant

But

Amit

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

Kumar

N

Reprint Date /

Jara: 21.06.2025

Reprint Date / '

Hara. 21.06.2025 Haia.

Reprint Date / v

21.06.2025

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: L85195AP1984PLC0O04507
www.drieddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[poayxr: Keropoa® Dxenpece (keToponak) TabieTks, AHCHEPTHPYEMbIe B MI0J10CTH pTa, 10 Mr

Market / Poiaok :Russia / Poccus

Batch No / ) Batch Quantity / - 3600000 tab /

Cepus Ne Vst O6beM cepHH " 3600000 Tab
Analytical Repovrt No/ - 040002960481 Date of Analysis / - 91.06.2025
AHajiHTHYeCKHIi oTyeT No JlaTa aHAJIH3A

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jarta npoH3BoaCTBA I'onen no

Mfg. License No. /

. MA number: /  JITI-Ne(004669)-(PT -

IIpousBoacTBEHHAS : MNB/05/263 Homep PY " RU)

Junen3us Ne

Analysis performed according ND:

/ Anamus nposener mo H/I: JITI-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3 39

‘1;.00 Test / [lokazaTean Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBEeTCTBYET The retention times of 2-
Bymunzudpoxcuaruson 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
yIepKUBaHHUS MHKOB
2-6yTHITHAPOKCHAHU30J1A H
3-6YTIIrHAPOKCHAHU301a Ha

XpoMmarorpaMMe HCIbITYEMOIo pacTBoOpa

IOOJDKHBL  COOTBETCTBOBAaTH  BPEeMEHaM
yIepP)KUBaHUA NIHKOB
2-6yTUNTUAPOKCHAHH30a U
3-0yTHATUAPOKCHAHN30J1a Ha

XpoMaTtorpaMMme pacTBopa CTaHAapTHOIO
obpa3ua 6yTUIrHApOKCHaHU30a (pa3en
«Conemrntive

Oy TIUIMHAPOKCHAIIHI0MAN),

Remarks: TheProduct conforms to ND/
[pumeuanue: ITpogykt cootseTcTByeT TpeboBanusam H/JI

Conclusion: APPROVED /
3akmwuenune: OJJOBPEHO

Prepared by / 2
Ioarotosneno: Pravesh Rana / ;
(

-

Checked by /
IlpoBepeno: Ramakant

e

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonurens
Amit Kumar s

A

Reprint Date /
Jara: 21.06.2025

Reprint Date/ '
Jarta: 21.06.2025

Reprint Date/ |
Jarta: 21.06.2025

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

Ty | N QG S8 Tannt N7

CEPTUOPUKAT AHAJIM3A

fel . +92 Y8100 selba-va

www.drredoye.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: }SgTOpOJlQD Jkcenpecce (KeTOPoJIaK) Ta0JIETKH, AUCHEPrupyemble B MOJOCTH pTa, 10 mr

Market / Prinok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne i O6bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002960481 Date of Analysis / . 21.06.2025

AHanuTH4eckHi oTyer Ne JaTa ananusa

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

JaTa npos3BoacTBA T'oaen no

Mfg. License No. / . .

IIpou3BoaCTBEHHAS : MNB/05/263 MA number: / p I NE(00669)=(RIk
Homep PY RU)

annenzns Ne

Analysis performed according ND: / Auanns nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page40of 9/ Crp. 4 u39

NN? Test / Iloxa3aTeinb Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpeanss 69.4 mg/ 69.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr oo 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oonee + 10 %;
2/20 TabneTok — He 6oee + 20 %.
4 Disintegration time / 00 min 11 sec / 00 muH 11cek Not more than 3 min. / He 6o5nee 3 MuH.
Pacnapaemocrs
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 102% | Not less than 75% (Q) of
. Ci15sH13NO3*C4H 1 NO3 (ketorolac
Gmicop) Tiacnse o9k tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 95% | 75% Q CisH13NO3+C4H11NO;3
. (keroposniaka TPOMETaMHH) Yepe3 15 MuH.
Unit-4 / Tabn-4 96 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 97 %

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Jarta: 21.06.2025

Hata: 21.06.2025

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

ITonarorosneno: Pravesh Rana / ITpoBepeHo: Ramakant OnobpeHo: Menemxep / PykoBoauress
i W Amit Kumar A

Reprint Date / Reprint Date / Reprint Date / f

Hara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 45900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0AS07
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

no

CEPTU®UKAT AHAJIM3A

A, .
el +51 53165 5CuCL-U.]

wowew.drreddys.con

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropoa® Dxcnpece (keTopoiak) TabaeTKH, AHcHeprupyeMbie B NOJI0CTH pra, 10 Mr

Market / Prinok B :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne s V2301876 O6bem cepun " 3600000 Tab
Analytical Repoz‘t No/ . 040002960481 Date of Analysis / . 91.06.2025
_AHanuTHYecKHii oTyer Ne | laTa ananu3sa
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
JlaTa npoM3BOACTBA | T'oxen no
Mfg. License No. / ) o
Ipon3sBoacTBeHHAs - MNB/05/263 MA number: / : JIIL-Na(004669)-(PT-
Homep PY RU)
auueH3us Ne

| Analysis performed according ND: / Anaju3 npoBsejies no H: JII-Ne(004669)-(PT'-RU)-190224

PageS5of 9/Crp.5m3 9

ioo Test / [TokaszaTennb Results / Pe3ysabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 um sieve is formed. / Ob6paszyerca
ONHOPOJHasA CYCIIEH3UsA, MNPOXOAAIIAs
CKBO3b CHUTO C pa3MepoM OTBEPCTHIA
710 MKM.
7 Impurities / IIpumecn
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ve 6onee 0,5 %;
ketorolac: / Hwke npenena obuapyxenns (I10 =
1-ruapoKcHaHaIor 0.0010 %)
KeTOponakKa
1-keto analog of ketorolac / not more than 0.8 %; / He 6omnee 0,8 %;
1-keToaHaOT KeTOpOJaKa 0.06%
unidentified impurity / not more than 0.5 %; / e 6onee 0,5 %;
eAVHIYHAST 0.02%
HeuIeHTH(UIHUPOBaHHAs
NPUMECH
total impurities / 0.1% not more than 1.0 %. / Be 6onee 1,0 %.
CYMMA TIPUMECEH
8 Water content / 23 % Not more than 7.0 %. /
Copep:xaHue BOABI He 6osee 7,0 %.

Remarks: The Product conforms to ND/
INpumeuanue: [Ipoaykr coorseTcTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / ;| Checked by /
IMoarorosneno: Pravesh Rana (/ ITposepeno: Ramakant

Bt

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurenb

Amit Kumar L
.r\‘\"’—ﬂ —

Reprint Date /
Hara: 21.06.2025

Reprint Date /
Jarta: 21.06.2025

Reprint Date / '
Hara: 21,06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, 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 ":’

CERTIFICATE OF ANALYSIS

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

vill. Kho!, Nalagzrh Road, Baddi,
Distr. Solan, H.P., 173 205, iNDIA

CEPTU®UKAT AHAJIM3A

fel 1 +91 951606 5600107

wwwe.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropon® Ixcnpecc (keropoiak) Tadaerks, pucneprupyemsie B HOJI0CTH PTA, 10 mr

Market / Prinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepns Ne Aeal O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002960481 Date of Analysis / . 21.06.2025
AHaluTHYecKHil oT4eT No JlaTa aHaqH3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npoH3BoACTBA Tonen o
Mfg, License No. /

) MA number: / ~ JHI-Ne(004669)-(PI'-
IpoussoacTBeHHAasI : MNB/05/263 Homep PY " RU)

anneHsus Ne

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

Page 6 of 9/ Crp. 6 u3z 9

I}f Test / [loka3aTenb Results / Pe3ynbTaTsl Specification / Hopma
9 Residual solvents / OcTaTo4yHble OPraHHYE€CKHE PACTBOPUTENH
Isopropyl alcohol / 06 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 06 MKr B TabneTke He Gonee 350 MKr B TabseTKE,
10 | Microbiological purity*/ MukpoGuoaoruyeckas YMcrora™
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / ob1iee yucio He 6onee 10° KOE/T;
a5poOHBIX MUKPO-
OpraHu3MoB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o01iiee Yyucno He Gonee 10% KOE/r;
JOPOXOKEBBIX U TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 3.0 Acceptance value (4V) not more than
OaHOpOAHOCTH 15.0 ITokazaTens npuemaeMocTH (AV)
JO3IUPOBANTILIN CAHIIHI J0IDERT OkITh He Homer 150

Remarks: The Product conforms to ND/
Hpumcuanue: [Ipoaykr cooTBercTBYeT TpeboBanusam HJL

Conclusion: APPROVED /
3akawuenue: OJIOBPEHO

Prepared by / p
IMoarorosnexo: Pravesh Rana /

Checked by /
[Tporepeno: Ramakant

bt

Approved by: Manager/Executive /

Ono6peHo: Menemxkep / Pykosoaurenb

Amit Kumar A
JJ\\ e

Reprint Date /
Jata: 21.06.2025

Reprint Date /
Hara: 21.06.2025

Reprint Date / v

JHara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s ‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iNDiA

CEPTUOUKAT AHAJIM3A

T - G QUTES ELSO0T .07
1T . VML Sl v

www.drreddys.corm

Product : Ketorol E;(press (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Dxenpece (keroposiak) TabaeTKH, JHCHeprapyemMble B NOJI0CTH pTa, 10 mr

Market / PerHok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne RELE O0beM cepnn 3600000 Tab

Analytical Repo:‘t No/ - 040002960481 Date of Analysis / . 21.06.2025

AHanuTH4ecKnii order Ne JlaTa anannia

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

Jlata mpoH3BOACTBA T'ogen po

Mfg. License No. / . .

IIpon3BoAcTBeHHAs : MNB/05/263 MAnumbEry : - (ODESS (I
Homep PY RU)

JHUeH3us Ne

Analysis performed according ND: / Anaun3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 7of9/Crp. 7139

No
No

Test / [Toka3zaTennb

Results / Pe3yanTaThl

Specification / Hopma

12 Assay / KonnuecTBeHHoe
omnpeaesieHHe

99 mg/9.9 Mr
(99.1 %)

From 90mg to 11.0 mg of
Ci5H13NO3*C4H ]NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr g0
1 1,0 MrI C15H13NO3‘C4H1 1NO3
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3a4BJEHHOTO KOJIHYECTBa) B
Tabnerke.

13 Butylhydroxyanisole
content /
Oy THJITHAPOKCHAHU30/1a

CogepxaHue

14 | Package descriptio_n_/
OnucaHue ynakoBKHu

0.0822 mg/tab /
0.0822 mr B TabneTke

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

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 Tabnerox B
6nucrepe u3z (ITA/AJVIID ¢
pnaronoriaoryutesieM/I[I3BIT)
doneru // (II3/AJ1) donbru. Ilo
2 OnycTepa BMECTE C JIMCTKOM-
BKJIaIbIIIEM 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
onucrepe u3 (TTA/ATI/TID c
snaronornotutenem/I13BIT)  donbru //
(TI3/AJ1) donbru. Tlo 1 unu 2 6nucrepa
BMECTe C JIMCTKOM-BKJIafbllIeM B IMauKy

KapTOHHYIO.

Remarks: The Product conforms to ND/
Hpumeuanue: ITponykT cooTBeTcTRYeT TpeboBanusam HJI

Conclusion: APPROVED /
Sakawuenue: OJOBPEHO

Prepared by /

IToarorosneno: Pravesh Rana [

s | Checked by/
IIpoBepeno: Ramakant

Bt

i

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBonuress
Amit Kumar

A
Nt

Reprint Date /

Jara: 21.06.2025

Reprint Date /
Jara: 21.06.2025

Reprint Date / V
Jarta: 21.06.2025

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: L85195AP1984PLLCO04507
www.drreddys.com




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

@ o
DI’. Red dy,S ‘.0. vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS - e
CEPTHMOUKAT AHAJIM3A - 79199 ‘j“‘:o“‘nfo*‘&

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

Iponykt: Keropon® Dxcnpece (keTopoaak) TabaeTkH, IHCIeprupyeMble B 0J10CTH pTa, 10 Mr ]

Market / PoIHOK :Russia / Poccus

Batch No / X Batch Quantity / 3600000 tab /

Cepusa Ne s W20R006 O0beM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002960481 Date of Analysis / . 21.06.2025

AHajuTHYecKHH oTueT Ne JlaTa anajH3a

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

JaTa npou3BoacTBa T'ogen oo

Mifg. License No. / ) o

IIpousBoacTBeHHAs : MNB/05/263 Al MumbEGEY/ g JILN(G0466I)=(RIS

Homep PY RU)
JHUeH3Hsa Ne
Analysis performed according ND: / Ananus nposeaed nmo HI: JITI-Ne(004669)-(PT-RU)-190224

Page8 of 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 BLINYCKE JJeKAPCTBEHHOTO NpenapaTa KOHTPO/Ib Ka4ecTBa Mo NoKazaTe o «Mukpobuogoruyeckas
YHCTOTA» NPOBOANTCA MJIsl Kaxaoii 20-0if cepuu, uiu 115 0AHOH cepUM B roJ, B 3aBUCUMOCTH OT TOrO, YTO
HACTYNIUT PaHbIUe.

API name / Haumenopanue A®C: Ketorolac tromethamine / Keroponaka TpomeTaMuH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABSH001109

Howmep cepun nponssoauntens APC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIMH NPOH3BOAUTEIA FESAQ00158

TJ1d:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoaurens A®PC, crpana: H-p Pennu'c Jlabopatopuc Jita., Mnaus

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) /

HauMeHoBaHHe, aipec, THIEHIUA 111 I-p Pennu’c Jlaboparopuc JIta., Unaus, Ilpoussoacteentoe
IpouzBoacreenHas miomaaka / Iliomanka noapasaenedue-6, Bunn. Kxons, Hanarapx Poyn, bapan, Juctpukr
KoHTpoJIg KavdecTBa / Illomanka BeIycKa Conan, X.I1., 173205, Unaus (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/ Conclusion: APPROVED /
[Npumeyanue: [Iponykt coorBeTcTBYeET Tpebopanusm HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMToaroropneno: Pravesh Rana /) ITposepeno: Ramakant Ono6peHo: Menemkep / PykoBonurenb
1 M:ﬁ— Amit Kumar A
ot et
Reprint Date / Reprint Date / Reprint Date / t
Hara: 21.06.2025 Hara: 21.06.2025 Hara: 21.06.2025

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




O Dr. Reddy's Laboratories Ltd.
) @ Formulation Unit-6
Dr‘ Reddy s ‘ .. vill. Khol, Nalagarh Road, Baddi,
’ CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 172 205, iNDIA
CEPTUOUKAT AHAJIM3A zet_ C+51 95166 55004-07

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Opoaykt: Keropoa® Ikenpecc (keToposiak) TableTKH, IHCIEPrUpyeMble B I0JOCTH pTa, 10 mr -
Market / Poinox :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne { MESVRIE O0bem cepuu " 3600000 Tab
Analytical Repog‘t No/ . 040002960481 Date of Analysis / . 91.06.2025
_AHaJATHYeCKHH oT4eT Ne - Jara anajnsa
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027
JlaTa npou3BOACTBa I'open 1o
Mfg. License No. / ] .
IIpou3BoACTBEHHAS : MNB/05/263 il gy .. JI-Ne(004669)-(PT-
Homep PY RU)
JuneH3ns Ne
_Analysis performed according ND: / Anasnns nposeaen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page90of9/Crp. 9 uz 9
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/0YeHHe 0 COOTBeTCTBHH: «HacTosAIMM A IOATBEPXKIAIO0, YTO IPHUBECHHAs BhIEe HHGOPMALIHS ABJIAETCA
ZIOCTOBEPHOM M TOYHOM. DTa cepHs MPONYKUMH [POM3BEACHa (BKIIOYAS YNAKOBKY (MapKMPOBKY) M KOHTPOJb
KadecTBa) HA BBIIIEYKA3aHHOW IIPOM3BOJACTBEHHON IUIOINAJAKe (IUIOMIAAKAX) B IIOJHOM COOTBETCTBHH C
TpeboBanuaMH [IpaBun Hamexaieldl NpOM3BOJCTBEHHON MPAaKTHKK EBpasuiickoro sKOHOMUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) u TpeboBaHUAMMU KOHTPOJISA Ka4eCTBA JIEKAPCTBCHHBIX CPE/CTB,
a TaKKe B COOTBETCTBHH CO CIEMUPHKAIIUAMHE, COACPXKAIUMHCS B PETUCTPAIMOHHOM J0ChEe CTPAHBI-UMIIOPTEPA.
3aIucH 10 IPOU3BOJICTBY, YIIAKOBKE ¥ aHAJIM3Y IPOBEPEHE!, ¥ YCTAHOBIIEHO UX COOTBETCTBHE TpeboBanusm I IpaBuin
HazIeXKalei Mpou3BOICTBEHHON PaKTUKU EBpasuiickoro 3KOHOMHYECKOTO COK03ay.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuasiue: Ipoaykr cooTreTcTByeT TpeboBanusam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneHo: Pravesh Rana f Ipoeepeno: Ramakant Ono6peno: Menemxkep / PykoBonuresb
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