Dr.Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIN3A

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

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

poaykr: Ketopoa® Dkenpecce (keroposak) TabieTKH, AUCHeprupyemsie B noxoctn pra, 10 mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne i O6BeM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002935050 Date of Analysis / . 15.05.2025

AHaguTHYecKHH oTyeT Ne JlaTa anajnm3a

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

Jarta npon3BoacTBa I'onen 1o

Mfg. License No. / . .

HpousBoacTBeHHAN : MNB/05/263 REMNIMIDE ¢ . JOI-Ne(004665)-(PT-
Howmep PY RU)

JHneH3Hs Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JITI-Ne(004669)-(PT-RU)-190224

Pagelof9/Crp.1m39

tablets with "[" debossed on one
side. / Kpyrnsle riockue
TabneTku ¢ ¢ackoil, cBeTIo-
XEJITOrO LIBETA C TPAaBUPOBKOH
«l» Ha omHOI cTOpOHE.

i:) Test / IlokaszaTenb Results / Pe3yabtaThbl Specification / Hopma
1 Description / Onucanne Light yetlow round flat beveled Light yellow round flat beveled tablets

with "[" debossed on one side. / Kpyrnble
mwiockie Tabnerku c ackoil, cBemo-
XEeJITOro I(BeTa C TrpaBUPOBKOH «I» Ha
OJHOI CTOPOHE.

2 Identification / UaenTnduranms

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 NOTIOILIEHHA
HCIIBITYEMOrO pacTBOpa M pacTBoOpa
cTaHgapTHOro  ofpasla  KeTopoJlaka
TpOMeTaMHHa JOJDKHBI UMETD
MaKCHUMYMBI ITPU OJHOM M TOM Xe InuHe
BOJIHEI (* 2 HM).

Remarks; The Product conforms to ND/

ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBaHuam HJI

Conclusion: APPROVED /
3akawyenne: OJJOBPEHO

Prepared by /
IMonrorosneno: Ramakant

Bl

Checked by /
[MTposepeHo: Pardeep Kumar

I

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens
Amit Kumar (N

P

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jlarta: 15.05.2025

v

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP15984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Hpoaykr: Keropoa® Dxcnpecc (keTopoak) TabaeTKH, AUCHeprupyemeie B nojaoeru pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne + V2500919 O6beM cepun " 3600000 Tab

Analytical Report No/ . 040002935050 Date of Analysis / . 15.05.2025

Ananurudeckuii oruet Ne JlaTa anajam3a

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

Harta npoun3BoacTsa B I'ogen ao

Mifg. License No. / . o

ITpousBoacTBEHHAR : MNB/05/263 SRy : =N 0DHGSI) =l
Homep PY RU)

Jnnenzus Ne

Analysis performed according ND:

/ Ananns nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2of 9/Crp.2 m3 9

No

Ne Test / [loka3aTenb

Results / PesyabTaThl 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 ynepxuBaHus
OCHOBHOTO TIMKa Ha XpoMaTorpamme
UCIBITYEMOTO pacTBOpa JOJIKHO
COOTBETCTBOBATh BPEMEHU YAEPKHUBAHUA
OCHOBHOTO TIMKa Ha XpoMarorpaMmme
pacTBopa CTaHAAPTHOTO obpasna
KeTOpojiaka  TpoMeTaMuHa  (paszen
«KoIH4ecTBEHHOE OTpEeNeTICHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: ITpoaykT coorBeTcTBYeT TpeboBanusam HJT 3axmouenne: OJOBPEHO

Prepared by /
IMonrorosneno: Ramakant

W

Checked by / Approved by: Manager/Executive /

[Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoautens
\s

] Amit Kumar
N e

Reprint Date /
Jara: 15.05.2025

Reprint Date / Reprint Date / !
Jara: 15.05.2025 Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Teiangana, 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

CEPTHO®HUKAT AHAJIM3A

Tel : +91 58166 56001-02

www.drredidys.com

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

Ipoaykt: Keropoa® Dxenpece (keTopoaak) TabiieTkH, AnCHeprapyemble B MOJI0CTH pra, 10 Mr

Market / PuiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne » V2500919 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002935050 Date of Analysis / . 15.05.2025

AHaguTHYecKuil oTueT Ne JlaTa aHain3a

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

Jara npon3BoIcTBa T'open no

Mifg. License No. / ] .

IIpousBoacTBeHHast : MNB/05/263 B npmibes £ : SINAQOH602) ==
Homep PY RU)

JHOeH3us Ne

Analysis performed according ND: / Anaau3s nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30of 9/ Crp.3 u3 9

No

Ne Test / [loka3aTenb Results / PesyabTaTs! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBEeTCTBYET The retention times of 2-
Bymunzudpoxcuanuzon 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
yaepKUBaHUA MHKOB
2-6yTUNTUIPOKCHAHHU30M1a u
3-6y TUNTUAPOKCHAHU30/1A Ha

XpoMaTtorpaMMe HUCIBITYEMOI'0 pacTBOpa
OOJDKHBI  COOTBETCTBOBATH BpEMEHAM

yIepKUBAHHA MIUKOB
2-6yTWITHAPOKCHAHU301a U
3-6yTIWIrHAPOKCHAHU30IA Ha

XpOMaTorpaMme pacTBOpa CTaHAAPTHOIO
obpasia OyTiunruapoxcuanuzona (paszien
«CopaepxaHue
OYTWITHIPOKCHAHU30Ja»).

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

IMTprmeuanue: [IpoaykT cooTBeTCTBYeET Tpeboranuam HJI 3axumouenue: OJIOBPEHO

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

IToaroroeneno: Ramakant ITposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoauress
M i Amit Kumar e

Reprint Date / Reprint Date / Reprint Date / '

Hara: 15.05.2025 Hara: 15.05.2025 Jara: 15.05.2025

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
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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 AHAJIM3A

Tel : +91 58166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jkcnpecc (KeTopo/iak) TabaeTKH, AHCOEPrupyeMble B IOJOCTH pTa, 10 mr

Market / PoiHoOK ~ :Russia/Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne e Oo6nem cepun " 3600000 Tab
Analytical Repourt No/ . 040002935050 Date of Analysis / . 15.05.2025
AHaanTH4yecknii oTueT Ne HMaTa ananunsa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoAcTBa I'ogen 1o
Mfg. License No. /

) MA number: / . JIII-Ne(004669)-(PT -
IIpousBoacTBEHHAS : MNB/05/263 Howmep PY ' RU)

JHueH3sHa Ne

_Analysis performed according ND: / Anajus nposegeH 0o HT: JII-Ne(004669)-(PT-RU)-190224

Page40of 9/ Crp. 4 w39

i.oo Test / [loka3zaTesib Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeauss 69.1 mg/ 69.1 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca ; Ot 67,2 Mr o 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OxHOPOAHOCTH MACCHI 2/20 tablets - not more than = 20 %. /
18/20 Tabnmetox — He ©Oonee =+ 10 %;
2/20 tabneTok — He bonee + 20 %.
4 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min. / He 6onee 3 mun.
PacnapaemocTh
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 93 % Not less than 75% (Q) of
. CsH;3NO3*C4H; 1 NO3 (ketorolac
Unit-2 / Ta6n-2 904 tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 99 % 75 % ()] CisH;3NO3*CH11NO3
. (keToponaka TpOMETaMMH) 4epe3 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 95%
Unit-6 / Tabn-6 98%

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYeET TpeboBanusam H/J

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by /
IMoarorosneHo: Ramakant

bt

[Tposepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Onob6peno: Menemxkep / Pykosonureb

. g
Amit Kumar /\7

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +51 40 4900 2900, Fax: +31 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

CEPTH®HMKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jxcnpecc (xeroposak) Tabiierky, AHCHEPripyeMble B HOJOCTH pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne 5 V25000 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002935050 Date of Analysis / - 15.05.2025

AHanuTHYeCKHH oT4UeT No JlaTa anann3sa

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

JaTa mpon3BoACTBA T'onen no

Mfg. License No. / ] .

IIponssoacTEeHHast : MNB/05/263 SO K £ . JHI-Ne(004669)-(PT-
Homep PY RU)

JuneHzus Ne

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

|

Page Sof 9/ Crp. 5 u3 9

1}? Test / IlokazaTesnb Results / Pe3yasTaTbl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JAuenepcHoOCTh 710 um sieve is formed. / Obpaszyercsa
OJHOpOJHAs CYCHEH3Ms, MNPOXOMAIast
CKBO3b CHTO C Pa3sMEpPOM OTBEPCTHH
710 MKM.
7 Impurities / ﬁpumecn
1-hydroxy analog of Below LOQ (LOQ =0.032 %) /| not more than 0.5 %; / ne Gonee 0,5 %;
ketorolac: / Hixe npenena KONMYECTBEHHOIO
1-ruapokcHaHajior onpeaenenus (ITKO = 0.032 %)
KETOpoiaKa
1-keto analog of ketorolac / 0.02% not more than 0.8 %; / e 6onee 0,8 %;
1-keToaHANOr KETOpONaKa
unidentified impurity / 0.02% not more than 0.5 %; / e 60ee 0,5 %;
eAMHUYHAs
HeHeHTU(PUIUPOBAHHASL
MpUMech
total impurities / 0.0419% not more than 1.0 %. / e donee 1,0 %.
cyMMa IpuMecei
8 Water content / 23% Not more than 7.0 %. /
CoaepixaHne BOAb] He 6onee 7,0 %.

Remarks: The Product conforms to ND/

INpumeuanue: [Tpoxykt cooTBeTcTBYET TpeboBanusm HJL

3akia

Conclusion: APPROVED /

wuenne: OJIOBPEHO

Prepared by /
TMonrorosneno: Ramakant

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoponuresb
-

W Amit Kumar N
N

Reprint Date / Reprint Date / Reprint Date / !

Jara: 15.05.2025 Jara: 15.05.2025 Jara: 15.05.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDPHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxrt: Keropoa® Jkcnpecc (keTopoaak) Tabierk, Aucneprupyemsie B MOJOCTH pra, 10 mr

Market / Poinok :Russia / Poccnst

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne § V250010 O0bem cepun " 3600000 Tab

Analytical Repo:’t No/ . 040002935050 Date of Analysis / - 15.05.2025

AHanqMTHYECKHI oTUeT Ne JlaTa aHaausa

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

JlaTa npou3BoACTBA I'ogen 1o

Mfg. License No. / ] .

IlpoussoacTBenHast : MNB/05/263 MisnambSiy y, JILNE(004669)-(PI-
Homep PY RU)

Aunen3nsa Ne

Analysis performed according ND: / Anasnn3 nposeien no HJL: JINI-Ne(004669)-(PT -RU)-190224

Page 6 of 9/ Crp. 6 n3 9

.];.f Test / Iloka3zaTesnnb Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHHYeCKHUE PACTBOPUTETH
Isopropyl alcohol / 3 pg/tab / Not more than 350 pg/tab. /
H3onponaHoi 3 MKT B TabneTke He 6onee 350 mkr B TabneTke.

10 | Microbiological purity*/ MukpoGuosioruieckasi Y4ucToTa*

Total Aerobic Microbial
Count / ob1iee 4ncio

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

JAO03HPOBAHHLIX €AHHHIL

NA
a3poOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obmee 4Kcno NA He 6onee 10?2 KOE/r;
JPOXOKEBBIX H IUIECHEBbIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBUE B 1 T
11 | Uniformity of dosage units / 4.6 Acceptance value (A7) not more than
OaqHOpOAHOCTD 15.0 Iokasarens npuemneMocTH (4V)

JIOJuKEH OBITh He Goee 15,0.

Remarks: The Product conforms to ND/
Ipumedanue: [Ipoaykr coorBeTcTBYeT Tpedoranuam HJL

Conclusion: APPROVED /
3axuawuenne: OJOBPEHO

Prepared by /
IMoarorosnedo: Ramakant

Checked by /
IMposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpero: Menemxep / PykosoauTtesib
Amit Kumar S

L

Bl
Reprint Date /

Jara: 15.05.2025

Aj

Reprint Date /
Jata: 15.05.2025

Reprint Date /
Jata: 15.05.2025

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

CEPTHO®HMKAT AHAJIM3A

Tel : +91 88166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropoa® Jxcnpecc (keropoaak) Tabierku, AHcneprupyemble B MOJOCTH pra, 10 mr

Market / Ppinok :Russia / Poccua

Batch No / ) Batch Quantity / . 3600000 tab /

Cepus Ne Syt O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002935050 Date of Analysis / . 15.05.2025

Anajgurnyeckuii otuer Ne JlaTa aHanu3a

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

JaTa mnpoH3BOACTBA - T'open no

Mfg. License No. / ] .

IlponsBoacTBeHHAS : MNB/05/263 DI number; / : JIII-Ne(004669)-(PT-
Homep PY RU)

JauneHznsa Ne

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

Page 7 of 9/ Crp. 7 n3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TabneTox B
o6mucrepe u3z  (ITA/AJVIID ¢
pnaronornorurenem/I19BIT)
doneru // (I12/AJT) donsru. Ilo
2 GiuucTepa BMECTE C JIMCTKOM-
BKJIAABILIEM B navyKy
KapTOHHYIO.

}? Test / IlokasaTenb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KonuuecTBeHnoe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
omnpegesneHe (100.6 %) C15H3NO3°C4H | INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr mo
11,0 mr C1sH13NO3*C4H11NO;
(xeroponaka tpoMetamuH) (ot 90,0 1o
110,0 % OT 3asABIEHHOTO KONUYECTBA) B
Taberke.
13 | Butylhydroxyanisole 0.0936 mg/tab / Not less than 0.042 mg/tab. /
content / Coxaepxanue 0.0936 mr B TabneTke He menee 0,042 mr B TabneTke.
OyTHJITMAPOKCHAHHU30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue YNaKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
6nucrepe u3 (ITA/AJI/ITD c
prnaronornotutenem/IIBIT) donsru //
(TI3/AJT) doneru. Ilo 1 win 2 Gnucrepa
BMECTE C JIUCTKOM-BKJIAJbILIEM B MA4Ky
KapTOHHYIO.

Remarks: The Product conforms to ND/
[Tpumeuanue: [Ipoaykr cooTBeTcTByeT Tpebosanusm HJI

Conclusion: APPROVED /
Zaxiawuenne: OJOBPEHO

Prepared by /
IToarororieHo: Ramakant

-

Checked by /
IIporepeno: Pardeep Kumar

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

Amit Kumar e
N
\]

\

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Jata: 15.05.2025

Registered Office: 8-2-337, Road Nc. 3, Banjara Hills, Hyderabad - 500034, lelangana, 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

Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIU3A Yty
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: KeTopm_l® Jxcmpece (KeToOpoJaaK) Tabaerky, ucieprupyenble B MOJOCTH pra, 10 mr -
Market / PoIHOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne B UENDL Oo0bem cepuu " 3600000 Tab
Analytical Repo:’t No/ 040002935050 Date of Analysis / . 15.05.2025
AHanmuTudyeckuii order Ne Jlara anajn3za
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
JlaTta npos3BoAcTBa Tonen go
Mfg. License No. / ] .
Ilpon3BoaCTBEHHAS : MNB/05/263 B0, mUmexs ¢ . JI-Ne(004669)-(PT-
Homep PY RU)
JHIeH3Hsa Ne
Analysis performed according ND: / Anaiu3 npoBeJeH mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page8 of 9/ Ctp. 8 n3 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 BhIMyCKe JIEKAPCTBEHHOTO NPeNapaTa KOHTPOJb KayecTsa 110 nokasareio «Mukpoouoaoruieckas
YHCTOTA» NPOBOAMTCS A1 Kax/noii 20-0i cepHu, WJIH 11 OHOM cepun B rofi, B 3aBHCHMOCTH OT TOT'0, YTO

HACTYIHUT paHblLe.

 API name / HaumenoBauune ADPC:

Ketorolac tromethamine / KeToponaka TpoMETaMMH

INN/MHH:

Ketorolac / Keroponax

API manufacturer batch number /
Howmep cepun npounssoaureia ADC:

ABRH009903

FP Manufacturer API Batch number /
Homep cepnH cyOcTaHIIHH MPOU3IBOXHTES
TJ®D:

FESA00034

API Manufactured by & country /
Iponspoautens APC, cTpana:

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

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

HanvenoBaHue, aapec, THIEH3HA AJI5
IIpouszBoacTBenHas muomagka / Ilnomanka
KOHTpoJsA kKavecTBa / Ilmomagka BeIMycKa

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 Pennu’c Jlaboparopuc Jlta., Muanus, IpoussoacreenHoe
noapaszenenne-6, Bunn. Kxons, Hanarapx Poya, bam, Juctpukr
Conan, X.II., 173205, Unausa (muuensus Homep MNB/05/263)

Declaration ot certitication: «l hereby certily Lhat the above Informarlon Is authentle and accurate. 'Lhis balch of

Remarks: The Product conforms to ND/

IMpumeuanue: ITpoaykr cooreTcTBYeT TpeboBanuam HI

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
ITonrorosneno: Ramakant

Checked by /
ITporepeno: Pardeep Kumar

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

Amit Kumar -
[N
1

sl

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Harta: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Ircupece (keToposiak) TabaeTku, ucnepripyemMbie B M0J0CTH pra, 10 mr
Market / Poinok :Russia / Poccns
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepus Ne + V2500919 O0bem cepun " 3600000 Tab
Analytical Repo:'t No/ . 040002935050 Date of Analysis / . 15.05.2025
AHanuTHYECKHH oTueT Ne JiaTa aHaaH3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
/laTa npon3BOACTBA B T'oaen o
Mfg. License No. / ] »
IIpounsBoacTBEHHAS : MNB/05/263 MA number: / : LU g
Homep PY RU)
Junenzus Ne
Analysis performed according ND: / Ananus nposegen mo H/L: JIII-Ne(004669)-(PT-RU)-190224

Page9of 9/ Ctp. 9 3 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».

3axiodeHHe 0 cooTBeTcTBHE: «HaCTOAIIEM S TOATBEPKIAI0, YTO IPHBEACHHAS BhIIE HH(YOPMALUS SBISCTCS
JIOCTOBEpHOH M TOYHOM. DTa Cepds HPORYKIHH Mpom3Be[eHa (BKIOYast YNaKOBKY (MapKHApOBKY) M KOHTpOIIb
KauecTBa) HAa BHINIEYKA3aHHONW MIPOM3BOACTBEHHOM IUTOmaake (IUIOlagkax) B IOTHOM COOTBETCTBAH C
TpeGoBaruamu [IpaBui Haaexame# MPOU3BOJCTBEHHON MPAKTHKH EBpasHHCKOro SKOHOMHYECKOIO COH032a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsi6ps 2022) 1 TpeOOBaHUAMH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB,
a TAKKE B COOTBETCTBHH CO CHENUPHUKAIMIMH, COJCPIKAIHUMHUCA B PETUCTPAITMOHHOM JI0CHE CTPaHBI-UMITOpTEPa.
3anucH 110 IPOM3BOCTBY, YIAKOBKE H aHANU3Y IIPOBEPEHEI, X YCTAHOBIEHO HX COOTBETCTBUC tpeboaHusM [IpaBun
HaJyIexXKarel IPON3BOACTBEHHON IPAaKTUKH EBpasHiiCKOro 5KOHOMHYECKOIO COK03ay.

Remarks: The Product conforms to ND/
IMpumeuanue: poaykt cooteercreyer Tpeboranuam HJI

Conclusion: APPROVED /
Bakmouenne: OJOBPEHO

Prepared by / Checked by /
TMoarorosneso: Ramakant

Bd

[posepeHo: Pardeep Kumar

= s

Approved by: Manager/Executive /

Opno6peno: Menemkep / PykoBoauress

Amit Kumar A e =3
| = /"’-

R-I
¥

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Registered Ottice: ¥-2-33/, Koad No. 3, Banjard Hills, Hydeidbad - 300034, Telangana, hidia
Tel: +91 40 4900 2900, Fax: +391 40 49500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




