Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +21 98166 56001-02

CEPTUDPHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpecc (keTopoJiak) TabJeTKH, AHCIIEPrHpPYeMble B MOJIOCTH pTa, 10 Mr

‘Market / Poinok :Russia / Poccus N
Batch No / ) Batch Quantity / 3600000 tab /
Cepusa Ne i VEDOREDY O6neM cepun " 3600000 Tab
Analytical Repourt No/ . 040002870846 Date of Analysis / . 30.03.2025
_AnanuTHUeCKHH 0TUeT No Jata anaan3a -
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
MdaTa npousBojcTBa | T'onen no |
Mfg. License No. / ] o
IpouseoacTEeHHAS : MNB/05/263 DN mmmber! gp i L (OUAOB T =
Homep PY RU)
JHIneH3uss No

_Analysis performed according ND:

/ Ananu3 npoeaen nmo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page10of9/Crp.1m39

No

No Test / ITokazaTenan Results / Pe3yabTaThl 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. / Kpyririe
side. / Kpyriible miockue miockue Tabnetku ¢ ¢ackod, cBeTno-
TabneTku ¢ packoii, cBeTIO- JKENTOro IBeTa C IPaBUPOBKOH «l» Ha
XEJTOro LIBETa C TPaBHUPOBKOI OIHOI1 CTOPOHE.
«l» Ha 0gHOM CTOpPOHE.

2 Identification / UnenTndpuxauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnekTpsl NOrIOLIEHUSA
HCMBITYEMOTO pPacTBOpa M pacTBOpa
CTaHIapTHOro  ofpasla  KeTopoJsaka
TpoOMeTaMuHa JIOJKHBE UMETh
MaKCHMYMBbI NPH OMHOW U TOM Xke JUTHHE
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/

Ilpumeuanue: IIponykr cootBeTcTBYeET TpeboBanusaM HJ{

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
ITonrorosneno: Santosh Kumar
Maurya

Checked by /
[porepeno: Pardeep Kumar

o -

Approved by: Managey/Executive /
Onobpeno: Mel-lemlcq' / Pykproaurens
Abhishek Chauhan | '

N

Reprint Date /
Hara: 30.03.2025

Reprint Date /
JlaTta: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel: +21 28165 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpecc (keropoaak) TabieTKH, AMCHEPrHpyeMble B II0JI0CTH pTa, 10 Mr

Market / Poinox

:Russia / Poccus

Batch No/ - V2500507 Batch Quantity / 3600000 tab /

Cepus Ne ' O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002870846 Date of Analysis / . 30.03.2025

Anagurmyecknii oruer Ne JlaTa aHanm3a

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

Jara npousBoacTea I'onen oo

Mfg, License No. / . o

IlponsBoAcTBeHHAs : MNB/05/263 Sl numiber: ¢ 5 (004902 (ET=
Homep PY RU)

Junen3usi Ne

| Analysis performed according ND:

/ Auanus nposeaen no HJL: JIII-Ne(004669)-(PI'-RU)-190224

Page2 of 9/ Crp.2 u3 9

No

Test / [Toka3aTeb
Ne

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). / Bpems ynep:xuBaHus
OCHOBHOIO TMHKa Ha XpoMaTrorpamme
HCIIBITYEMOTO pactBopa JIOJIXHO
COOTBETCTBOBaTh BPEMEHU YIEPKUBaHHA
OCHOBHOTO TIMKa Ha XpoMaTorpamme
pactBopa CTaHAAPTHOTO obpasia
KeToponaka  TpoMeTaMMHa  (paszen
«KoJI4eCTBEHHOE OTIPEACTIEHHEY).

Remarks : The Product conforms to ND/

IIpuMmeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
INonrorosieno: Santosh Kumar

Maurya @/

Checked by /
IIporepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Jj YKOBOIHTEID
Abhishek Chauhan /

IL_.-‘\— |

Reprint Date /
Jara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Reprint Date /
Jata: 30.03.2025

Registered Cffice: 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
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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

CEPTUO®UKAT AHAJIU3A

Tel : +61 88166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dxenpece (keroposak) TabieTKH, JHCHePrupyemMble B 10JI0CTH pra, 10 Mr

Market / Peinox

:Russia / Poccus

Batch No / - Batch Quantity / 3600000 tab /

Cepus Ne 2 V2300507 O6nbemM cepun " 3600000 Tab

Analytical Report No/ . 040002870846 Date of Analysis / . 30.03.2025

AHaJHTHYeCKHi oTUeT N2 JlaTa ananusa

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

Jara npouzBoacTea T'open g0

Mfg, License No. / ] o

IIpon3BoACTBeHHAS : MNB/05/263 DA mubER ; SSIENS(QUA00Y)n (LS
Homep PY RU)

JuneH3usi Ne

Analysis performed according ND: / Anann3s nposegen nmo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page30f9/Crp.3 u39

1}00 Test / Tlokaszarenn Results / PesyasTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
bymuneuoporxcuanuzon 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
yaEepPXKUBAHUS TTUKOB
2-6y THIrHAPOKCHAHU30J1a 1%
3-OyTunruapoxcuaHu301a Ha

XpOMAaTorpaMMe HCIBITYeMOro pacTBopa

IOOJDKHBI  COOTBETCTBOBAaTh BpEMEHAM
yIAEepKUBAHUA MHKOB
2-6yTUITHAPOKCHAHU301 "
3-6yTIWIrHIpOKCUAHU30J1a Ha

XpOMaTorpaMMe pacTBopa CTaHOAPTHOTO
obpasia OyTUIrHapoKCHaHU30a (pazaen
«ConepxaHue

Oy THITHIPOKCHAHHU30TIa»).

Remarks : The Product conforms to ND/
IMpumeyanue: Ipogykr cooTBeTcTBYET TpeboBanuam H/I

3ak

Conclusion : APPROVED /

wuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar Tpoepeno: Pardeep Kumar | Ono6peno: Menemxkep / PYkosoautens
Maurya @ f Abhishek Chauhan ?

B T =
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2025 Jata: 30.03.2025 JHara: 30.03.2025

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

CEPTUOUKAT AHAJIM3A

Tel : +21 28166 56001-02
www.drreddys.com

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

\Oponykr: Keropoa® Dxcnpece (keTopoak) TaGieTkH, IHCHEPrupyeMble B 0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusn Ne : V2500507 O0nem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002870846 Date of Analysis / . 30.03.2025

AHaguTHYeckHH oTdeT Ne Jara anannza

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

JaTa npou3BoACTBa T'onen no

Mifg. License No./ . o

ITpou3BoACTEEHHAS! : MNB/05/263 i g JII-Ne(004669)=(PT-
Homep PY RU)

Junensus Ne

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

Page4of 9/ Crp. 4u3 9

1}00 Test / [Toxa3zaTesnb Results / PesynbTaTbl Specification / Hopma
3 Average weight / Cpeanss 69.0 mg / 69.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr g0 72,8 Mr (70,0 Mmr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHopoAHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Ttabneroxk — He Oonee = 10 %;
2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time / 00 min 16 sec / 00 mun 16 cek Not more than 3 min. / He 6onee 3 muH.
Pacnagaemoctnb
5 Dissolution / PacTBopenne Unit-1 / Tabn-1 97 % Not less than 75% (Q) of
R Ci1sH;3NO3*C4H1INO3 (ketorolac
Saiay gt 98 % tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 103% | 75% Q CisH13NO3+C4H11NO3
) (keTopomnaka TpOMeTaMHH) Yepes 15 MuH.
Unit-4 / Tabn-4 100 %
VInit-5 / Ta6n-5 98 %
Unit-6 / Taba-6 98 %

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykT cooTBeTcTBYET TpeboBanusim HJY

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO,

Hara: 30.03.2025

Hara: 30.03.2025

Prepared by / Checked by / Approved by: Manager/Execitive /
INoaroroeneno: Santosh Kumar ITpoeepeno: Pardeep Kumar | Omobpeno: Menemxkep / Pykpsoauyens
Maurya Abhishek Chauhan y /
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2025

Registered Gffice: 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
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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

Tel: +21 98166 56001-02

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpece (keToposiak) TabjeTKH, AHCHEPrHPyeMble B M0J10CTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne e O6Bem cepuu " 3600000 Tab

Analytical Report No/ . 040002870846 Date of Analysis / . 30.03.2025

AnannaTuyeckuii oTyer Ne Jara ananan3a

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

Jara npousBoacTsa T'open no

Mfg. License No. / ] o

IIpou3BoACTBEHHAS : MNB/05/263 S UK ; JI-Ne(004669)-(PT-
Homep PY RU)

JuneH3us Ne

Analysis performed according ND: / Anasnn3s nposeaen nmo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 50f9/Crp. S5mu39

No

N Test / IlokasaTenn Results / PesyabTathl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
HMucnepcHocTh 710 pm sieve is formed. / Obpa3zyercs
OMHOpPOIHAA CYCHEH3Ms, NPOXOIsiias
CKBO3b CHUTO C pa3MepoOM OTBEpPCTHIA
710 MKM.
7 Impurities / IIpuMecnu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He Gonee 0,5 %;
ketorolac: / / Hmxe npenena
1-ruapokcuanaior KOJIMYECTBEHHOTO OTPEAEIICHUS
KETOopoJIaKa (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6ozee 0,8 %;
1-KeToaHaIOT KETOpOoIaKa
unidentified impurity / 0.03% not more than 0.5 %; / ne 6onee 0,5 %,
eMHWYHas ’
HeuAeHTHHUIMPOBAHHAS
NMpUMECh
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
CcyMMa npumeceit
8 Water content / 24 % Not more than 7.0 %. /
Conep:xkaHne BOAbl He 6onee 7,0 %.

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeboraHusIM HJJ

Conclusion : APPROVED /
3akawouenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Santosh Kumar

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Exechitive /
Ono6peHo: Menemxkep / PylJ BOJHTEIb

Maurya - Abhishek Chauhan

a 79 .
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2025 Hara: 30.03.2025 Jlata: 30.03.2025

Registered Gffice: 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.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +21 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropoa® Jkenpecce (KeTopoiak) TabIeTKH, JHCIEprHpyeMble B IIOJOCTH pTa, 10 mr

Market / PerHOK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne B NEOUE O6bem cepun " 3600000 Tab

Analytical Report No/ - 040002870846 Date of Analysis / . 30.03.2025

AHajgutHveckuii oTyer Ne Jara anannsa

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

Jara npon3BoAcTBa T'onen no

Mfg. License No. / . .

IIponsBoacTBeHHAs : MNB/05/263 RIASTUm DT}/ gp e (004659)- (s
Homep PY RU)

JIHOeH3usA No

‘Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

1}3 Test / ITokasaTesb Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHu4YecKHe paCTBOPUTENR
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
H3zonponaHon 08 Mxr B TabneTke He 6onee 350 Mxr B TabnaeTke.
10 | Microbiological purity*/ Mukpo6uosoruyeckas 4yncrora*® N
Total Aerobic Microbial not more than 103 CFU/g; /
Count / ob11iee YuCIO NA He 6onee 10° KOE/T;
a3pOOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / ob1iee uncio NA He Gonee 102 KOE/T;
JPOJMOKEBBIX U IIECHEBLIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 9.9 Acceptance value (4V) not more than
QnuopoHNCTH 15.0 Tlokazarenr mpuemaemoctv (4V)
A03MPOBAHHBIX eHHHULL noikeH 6bITh He H6onee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmrouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya @

Checked by /
ITpoBepeno: Pardeep Kumar

=l -

Approved by: Manager/Exegutive /
Onobpeno: Menemxep / Pykosoayrens
Abhishek Chauhan /

Reprint Date /

Jata: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date / )
JHara: 30.03.2025

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 €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

Tel : +51 93166 56001 02
www.drreddys.com

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

ITpoaykr: Keropon® Jkenpecc (keToposiak) TabeTKH, AHCHEprapyeMble B 10J10cTH pTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V2300001 O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002870846 Date of Analysis / . 30.03.2025

AHanuTHYecKHi oTUeT Ne JlaTta anaiuza

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

JaTta npon3BoacTBa I'open o

Mifg. License No. / ; Y

IlpousBoacTeennas : MNB/05/263 VI mDEEY : L NE(D0652) (RIS
Homep PY RU)

JuIeH3Hs Ne

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

Page 70f 9/ Crp. 739

Onucanue ynakoBKHu

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
omuctepe u3  (ITA/AJVIID ¢
Bnaronornorurenem/T[IOBIT)
tonsru // (II3/AJ]) donsru. o
2 6nucTepa BMeCTe C JIUCTKOM-
BKJIa/IBIIIIEM B nayKy
KapTOHHYIO.

1;.:) Test / [lokazaTenanb Results / PesysabTaTsl Specification / Hopma
12 | Assay/ KoandecTBeHHO€ 9.8 mg /9.8 Mr From 9.0mg to 11.0 mg of
onpeneieHue (97.8 %) CisHi3NO3*C4H |1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 0
11,0 mr CisHi3NO3°CsH11NOs
(xketoponaka TpomeTamuH) (oT 90,0 nmo
110,0 % oT 3asABNIEHHOrO KOJIHYECTBA) B
Tabnerke.
13 | Butylhydroxyanisole 0.0924 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxkaHue 0.0924 mr B Tabnetke He menee 0,042 mr B TabneTke.
OYTHJITHAPOKCHAHU30J12
14 | Package description / 10 tablets in a blister of | 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. / [To 10 TabneTok B
6nuctepe u3 (TTA/AJIVTID c
snaronoryoturenem/II3BIT) donsru //
(II13/AJ]) donsru. Ifo 1 unu 2 Gnucrepa
BMECTE C JIMCTKOM-BKJIABILIEM B MaYKy
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.

Remarks : The Product conforms to ND/
Ipumeuanue: [Mpoaykt cooTBeTcTBYeT TpeboBanusmM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Maurya

Prepared by /
IToarorosneno: Santosh Kumar

@

Checked by /
Ipoeepeno: Pardeep Kumar

|

\;-.‘—— =

Approved by: Manager/Exedutive /

Ono6peno: Menemkep / Pygosoaurens

Abhishek Chauhan T
N

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Yill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +51 88166 56001-02

CEPTUDUKAT AHAJIU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponyxr: Keropon® Jxcnpece (Keroposiak) Ta6/1eTKH, JHCHEeprupyemMblie B 0J0CTH pra, 10 Mr N
Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne V2500507 O6beM cepun " 3600000 Tab
Analytical Repovrt No / . 040002870846 Date of Analysis / . 30.03.2025
AHanuTHYecKHH oTHeT Ne Jara anaanza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Jarta npou3BojacTBa I'ogen oo
Mfg. License No. / . o
IIpouseoacreeHHan : MNB/05/263 VI b/ : JINENe (0046 62)=(ENS
Homep PY RU)
Jnnen3us Ne
Analysis performed according ND: / Auaan3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 3 9

* [Ipu BeIycKe JIEKAPCTBEHHOrO MpenapaTa KOHTPOJIh Ka4ecTBa 110 nokasateno «MuKpoGuosiornyeckas
YHCTOTA» NMPOBOAMTCA TSl Kaxa0ii 20-0if cepuu, WM 1Sl OHOH CEPHU B rOjl, B 3aBUCUMOCTH OT TOr0, YTO

HACTYNHUT paHbllle,

API name / HaumenoBanue APC:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN/ MHH:

Ketorolac / Keroponak

API manufacturer batch number /

ABRHO008105

Howmep cepuu npouspognreas APC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHUHN NPOH3BOIHTES!
I'JIP:

FERA00559

API Manufactured by & country /
Mpouspoantear ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopatopuc Jita., Maaus

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

HaumeHoBaHHe, agpec, THIEH3HS A
IIpouseoacTBeHHas njomaaka / Ilnomaaka
KOHTpO.Jf KadyecTBa / Ilnomagka BLINYCKA

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

MNB/05/263) /

J-p Pennu’c Jlaboparopuc JItn., Unnus, IlponssoncteenHoe
noapasaenenue-6, Bumi. Kxons, Hanarapx Poyn, bagnu, JIucTpHKT
Conan, X.J1., 173205, Uaaus (muuensus nomep 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 (No. GMP/EAEU/RU/00554-2022 dt.

Remarks : The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTCcTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akarouenne: OJOBPEHO /‘

Prepared by / Checked by / Approved by: Manager/Executjve /
IMonroroeneHo: Santosh Kumar TIpoeepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykggonntés
Maurya % I Abhishek Chauhan ;j

{ I . — -
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.03.2025 Jara: 30.03.2025 Jara: 30.03.2025

Registered Office; 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

[ 1)
DI'. Reddy,S ‘..Q. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 93166 56001-02

CEPTUDUKAT AHAJTIM3A 0 cddvs com

Product : Ketorol_Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxt: Keropon® Dkcnpece (keTopoyak) TadjieTk, ncneprapyembie B HOJIOCTH PTa, 10 mr o

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne V2500507 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002870846 Date of Analysis / . 30.03.2025

AHanuTHyeckuii oTyeT Ne Harta ananunza

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

Jara npon3soacTea I'ogen po

Mfg. License No. / . o

IIpousBoacTBeHHAS : MNB/05/263 MAnumber:y : JIE-N2(004669)-(PT -
Homep PY RU)

Junenzus Ne

Analysis performed according ND: / Asaans nposeaen no HJI: JIII-Ne(004669)-(PI™-RU)-190224 )
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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».

3aKJII0UeHHE 0 COOTBETCTBHH: «HacToAIMM s OATBEPXKAAK0, YTO NPUBEACHHAS BBIIE HHPOPMAIUS ABIISETCS
JOCTOBEPHOH M TOYHOM. DJTa cepvs NMPOAYKIMH NPOH3BEIEHA (BKIOYAs YNAKOBKY (MapKMpOBKY) W KOHTPOINb
KayecTBa) Ha BBINEYKAa3aHHOW IPOM3BOJACTBEHHOH IUIOIaAKe (IUIOINAAKax) B IIOTHOM COOTBEICTBHH C
TpeGoBanmaMU [IpaBui HajuIeXkKalneil IPOU3BOACTBEHHOM IPakTHKH EBpasuiickoro sKOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeboBaHHAMH KOHTPOJIS Ka4eCTBa JICKapCTBEHHBIX CPE/ICTB,
a TaxkKe B COOTBETCTBHH CO CIENM(DHUKAIHSIMHU, COACPIKAUMUICA B PETHCTPAMOHHOM JIOChe CTPAHBI-MMIIOPTEPa.
3amKCH [0 IPOU3BOJCTBY, YIAKOBKE H aHANN3Y IPOBEPEHEL, M YCTAHOBIECHO HX COOTBETCTBUE TpeOoBaHuIM [ IpaBu
HaJUIe)Kalel IpOM3BOACTBEHHOMN MpakTUKH EBPa3sHHCKOro 3KOHOMHYECKOTO COI03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHusM HJT 3axmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh Kumar IIpoeepero: Pardeep Kumar | Ono6peno: Menemkep / PykpBoauTes
Maurya @-V |" Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

JHara: 30.03.2025 Jlara: 30.03.2025 Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




