Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naizgarh Road, Baddi,
Distt. Solai, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel 1 81 SE165 556001-02

WWW.ArTrec Vs, Corit

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoxykr: Keropoa® Dxenpece (xeropoaak) Tabierkn, JucneprupyemMple B M0J10CTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne + V2500954 O6bem cepun 3600000 Tab

Analytical Repo:‘t No/ - 040002936388 Date of Analysis / - 93.05.2025

AHanuTH4ecKHi oTueT Ne JlaTa anannsa

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

JaTa npousBoacTBa I'oren mo

Mifg. License No. / . .

Ilpon3BoacTBeHHas : MNB/05/263 MA number: / : JILI-Ne(004669)-(PT -
Homep PY RU)

annen3us Ne

_Analysis performed according ND: / Anaan3 nposenen mo HJI: JITI-Ne(004669)-(PI-RU)-190224

Page10f9/Crp. 1 u39
N i .
Noo Test / ITokaszaTenab 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. / Kpyrusle
side. / Kpyrasle miockue miockre TabaeTku ¢ Gackol, cBeTIo-
TabneTkH ¢ dpackoit, cBETIO- XKEeJNTOro 1BeTa C TPaBHPOBKOH «I» Ha
JKENTOro 1[BeTa C rPaBUPOBKOMH OJIHO¥ CTOpOHE.
«l» Ha onHOH cTOpOHE.
2 Identification / HaeaTnduxauus

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 HOMIOLIEHHUS
UCIIBITYEMOTO  PacTBOpa M pacTBOpa
CTaHJapTHOro  obpasla  KETOopoJaKa
TpoMeTaMHHa JOJDKHBI UMETD
MaKCUMYMBI TIpH OJHOH U TOil e IJIHHE
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanme: ITpoaykr coorBetcTByeT TpeboBaHusM HJI

3aka

Conclusion: APPROVED /

wyenne: OJIOBPEHO

Prepared by /
IToarorosineno: Pravesh Ranai

Checked by /
[poeepeno: Pardeep Kumar

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

Q,E,/- Amit Kumar /\ /;
Reprint Date / Reprint Date / Reprint Date / J
Jara: 23.05.2025 Jlata: 23.05.2025 Jata: 23.05.2025

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: L85195AP1884PLCO04507
www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khotl, Nalagarii Road, Baddi,
Distt. Solan, 1.P., 173 205, INDIA

CEPTU®UKAT AHAJIU3A

Tal -

+Q1 98163 55001-02

WWVLGITadCy 2, 2o

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

Iponykt: Keropoa® Dkenpece (keToposak) TabieTkh, JHCIEprUpyeMble B H0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepnsa Ne V2500954 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002936388 Date of Analysis / . 93052025
AHajinTHYeCKHii oT4eT No JlaTa aHanu3a
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027
Jdarta npoM3BoACTBa Togen o
Mfg. License No. / .
ITpon3BoacTBEHHAN : MNB/05/263 BRI . JII-Ne(004669)-(PT-

Homep PY RU)

JHueH3ns Ne

Analysis performed according ND:

/ Ananus nposenen no HJ: JIII-Ne(004669)-(PT'-RU)-190224

Page20f9/Crp.2 m39

No

N Test / [lokazaTesb

Results / PesynbTaThl

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 ynepxuBaHUA
OCHOBHOIO [MHKa Ha XpoMaTorpamme
UCIIBITYEMOTO pactBopa JOOJIKHO
COOTBETCTBOBATH BPEMEHU yIepKUBaHUA
OCHOBHOTO NHMKa Ha Xpomarorpamme
pacTBopa CTaHOapTHOTO obpazua
KeToposiiaka  TpoMmeTaMuHa  (pasjen
«KonuuecTBeHHOE ONpeeNicHUE).

Remarks: The Product conforms to ND/

Ilpumeuanue: ITpoaykt cootBeTcTBYET TpeboBanusM HJI

3aka

Conclusion: APPROVED /

wuenne: OJOBPEHO

Prepared by /
ITonrorosnendo: Pravesh Rana Z

Checked by /
INpoeepeno: Pardeep Kumar

7 Amit

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoautens

Kumar [\/ }

Reprint Date /
Jara: 23.05.2025

Reprint Date /
Hara: 23.05.2025

Reprint Date/ ¥
Jara: 23.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

Tel - +01 98166 55001-02

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

WWW.direadys.coim

ITpoaykT: Keropos® Jxcnpecc (keroposak) TabaeTkH, AHCIeprupyeMble B M0JIOCTH pTa, 10 Mr

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

Market/ Poiok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne § e O6bem cepun " 3600000 Tad

Analytical Repovrt No/ . 040002936388 Date of Analysis / . 93.05.2025

AHaJTMTHYeCKHH oTueT No Jarta ananuza

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

Jara npou3BOACTBA I'ogen go

Mfg. License No. / ) o

IIpousBogcTBeHHASn : MNB/05/263 RIC Pumbers : SN =EIE
Homep PY RU)

anuensusa Ne

Analysis performed according ND:

/ Auanns mposened no HJI: JITII-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3 n3 9

IMoxarorosneno: Pravesh Rana

1;.? Test / [lokasaTennb Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymuneudpoxcuarnuzon 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). / BpemeHa
yAEpKHUBAHUS TTUKOB
2-0yTWITHAPOKCHAHH30.1a "
3-0yTUATHAPOKCHAHN301a Ha
XpoMarorpaMMme HCIBITYEMOIO pacTBoOpa
JIO/DKHBI  COOTBETCTBOBAThH  BpEeMEHaM
yIepKUBAHUS MMHKOB
2-0yTHITHAPOKCUAHU30M1a u
3-0yTUIrnIpoKCHaHU301a Ha
XpOMaTorpaMme pacTBopa CTaHIapTHOIo
o6pasua OyTUNrHIpoKCHaHu30Ma (pasaen
«Conepxanue
OYTHITHAPOKCUAHU30JIaY).

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

ITpumeuanue: IIpoaykr coorBeTcTBYeT TpeboBanusim HJI 3akmouenune: OJIOGPEHO

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

IMposepeHo: Pardeep Kumar | Onobpeno: Menemkep / PykoBonutesns
L

Qf”; Amit Kumar /\ //
L]

Reprint Date /
Hara: 23.05.2025

Reprint Date / Reprint Date /
Jara: 23.05.2025 Jara: 23.05.2025

Registared Nffice: 8-2-337, Rnad Na. 3, Baniara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 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,
Disic. 5o0lan, H.P., 173 205, INDIA

CEPTUOPUKAT AHAJIN3A

Tai 81 92165 55001-02

WWWLATeC oy 2oim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopoa® Dxcnpece (kxeTopoaak) TabneTku, Jucneprupyemble B HoJ10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus l

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne ¢ V2500554 O6nem cepuH " 3600000 Tab

Analytical Report No/ - 040002936388 Date of Analysis / . 93.05.2025

AHaIMTHYECKHH 0T4eT No Harta ananuza

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

JlaTta npoM3BoICTBA T'onen no

Mfg. License No. / . .

IMpounsBoacTBeHHAA : MNB/05/263 SIS Dumbe:y : LU (S U
Homep PY RU)

Junensust Ne

Analysis performed according ND: / Anajus nposeaen no HJL: JITI-Ne(004669)-(PT'-RU)-190224

Page 4 0f 9/ Crp. 4 139

i? Test / IToka3aTennb Results / Pe3yabTaThbl Specification / Hopma
3 Average weight / Cpeansis 69.7 mg/ 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr 10 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OIHOPOAHOCTH Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabymetok — He Oomee =+ 10 %;
2/20 tabnetok — He 6oinee + 20 %.
4 Disintegration time / 00 min 15 sec / 00 muH 15 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemoctsh
5 Dissolution / PacTBopeHne Unit-1/ Ta6i-1 100 % Not less than 75% (Q) of
. C1sH13NO3*C4H | INO3 (ketorolac
Unit-2 / Ta611-2 99 % tromethamine) in 15 min. / He menee
Unit-3 / Ta61-3 97 % 75 % Q) CisH13NO3°C4H 1 NO3
. (keTopoiaka TpOMETaMHUH) Yyepes 15 MHH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 98%

Remarks: The Product conforms to ND/

[Mpumeuanue: Ipoaykr coorBeTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3akawuenne: OJJOGPEHO

Prepared by / ,
IToarorosneno: Pravesh Rana {

Checked by /
IMpoeepeno: Pardeep Kumar
P

Approved by: Manager/Executive /
Onobpeno: Menemxep / P}'KO{SO,’.‘{HTCHL

Amit Kumar \ =

[
4

Reprint Date /
Jara: 23.05.2025

Reprint Date /
Jara: 23.05.2025

Reprint Date /
Jara: 23.05.2025

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: L8S195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS DL

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

Yill. Khol, Malzgarh Road, Baddi,
Solan, H.B, 173 Z05, INDIA

CEPTUPUKAT AHAJIM3A

L0 O0H6A LS00 1-0)

YOWWLGFRGLY . COIM

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Dkenpece (keToposak) TabaeTKH, AHCePrApyeMble B IIOJIOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab/

Cepus Ne { V2500554 O61bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002936388 Date of Analysis / . 93.05.2025

AHaauTu4veckuii oTyet No JlaTa anannza

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

Jara npoH3BOJACTBA I'open go

Mifg. License No. / ) .

IIpon3BoACTBEHHAS : MNB/05/263 1S numBer:y g BRSO EOGR) = I
Howmep PY RU)

JHueH3us Ne

Analysis performed according ND: / Anaju3s nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 50f9/Crp.5m39

1;.00 Test / [loka3aTesib Results / PesynbTaThbl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Ob6pazyercs
OJHOpOAHAA CYCIICH3Us, MNPOXOAsILAs
CKBO3b CHTO C pa3MepoM OTBEpCTHi
710 MKM.
7 Impurities / Ilpumecn
1-hydroxy analog of Below LOQ (LOQ =0.032 %) / | not more than 0.5 %,; / ue 6osiee 0,5 %;
ketorolac: / Hwxke mpenena KONMUECTBEHHOTO
1-ruapokcyuaHaior onpenenenns (IIKO = 0.032 %)
KeToporaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / He Gonee 0,8 %,;
1-keToaHanor KeTopoaKa
unidentified impurity / 0.01% not more than 0.5 %; / He 6onee 0,5 %;
€ IMHUYHas
HenneHTU(GUIMPOBaHHAS
[IPUMECH
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
cyMMma fpumeceit
8 Water content / 25% Not more than 7.0 %. /
Copep:xaHHe BOIbI He 6onee 7,0 %.

Remarks: The Product conforms to ND/

IMpumeuanue: [ponykt cootBercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
ITonrorosneHo: Pravesh Rana

Checked by /
ITposepeHo: Pardeep Kumar

S

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonutesb

Reprint Date /
Jara: 23.05.2025

Reprint Date /
Hara: 23.05.2025

Amit Kumar /\ —
[}
]

Reprint Date /
Jara: 23.05.2025

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

Vili. Khol, Malagarh Road, Baddi,
Distct. Solan, H.F., 173 205, INDIA

St Gt ORDIAG BEEONT 0D

CEPTU®UKAT AHAJIM3A = 7= ---

www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jkcnpecc (keTopoinax) TabieTKH, AHCIePrHpyeMble B M10J0cTH pTa, 10 Mr

Market / Puinok :Russia / Poccus N
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepus Ne V2200554 O6beM cepHH " 3600000 tab
Analytical Repovrt No/ - 040002936388 Date of Analysis / . 23.05.2025
AnanuTH4ecKui oryet No JaTa aHAJH3A
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
JaTta mpomsBoacTBa T'onen go
Mfg. License No. / .
TIpon3BoACTBEHHAS : MNB/05/263 S ImBEYi el Qe gty
Homep PY RU)
JuneHzust Ne

Analysis performed according ND: / Auauus nposexen no HI: JII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

NN? Test / [Toka3zaresb Results / Pe3ysabTathl Specification / Hopma
9 Residual solvents / OcTaTouHble OPraHHYECKHE PACTBOPHTEIHN
Isopropyl alcohol / 14 pg/tab / Not more than 350 pg/tab. /
WzonponaHon 14 mxr B TabneTke He 6onee 350 mxr B Tabnetke.

10 Microbiological purity*/ Muxpo6Guonornyeckas yucrora*

Total Aerobic Microbial
Count / obluee 4ucno

not more than 103 CFU/g; /
He 6ojee 10° KOE/r;

OaunopoaHocTh
J03UPOBAHHBIX €IMHHLL

NA
a3pOOHBIX MUKPO-
OpraHu3MoB
Total Combined Yeast and not more than 10? CFU/g; /
mold count / obLuee 4Kcao NA He 6oyee 102 KOE/T;
TIPOMOKEBBIX H [UIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1 T.
11 Uniformity of dosage units / 3.1 Acceptance value (4V) not more than

15.0 ITokasarens npuemnemMocTi (4V)
JoJKeH ObITh He Gonee 15,0.

Remarks: The Product conforms to ND/

ITpumeuanue: [poaykr cooreeTcTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
Baxawuyenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Pravesh Rana {

Checked by /
ITporepeno: Pardeep Kumar

.l

—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBopuress
Amit Kumar A -

Reprint Date /
Hara: 23.05.2025

Reprint Date /
Hara: 23.05.2025

Reprint Date /
Jara: 23.05.2025

Registared Dffice: 8-2-337, Rnad Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1884PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagari Road, Baddi,
Disce. Solan, H.F., 173 205, INDIA

CEPTUDPHKAT AHAJIM3A ey

~b e G

98166 S6001-02

VRWWLATRC GV, CoM

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykT: Keropoa® Jkenpece (keToponak) TabjieTkH, AHCIEprApyembie B Ho10cTH pra, 10 mr

Market / Poidok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V200 O06beM cepHH " 3600000 Tab

Analytical Repovrt No / . 040002936388 Date of Analysis / . 23.05.2025

AHajguTHYeCKHRI oTyeT No JlaTa ananusa

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

Jdara npoH3BOACTBA T'onen mo

Mfg. License No. / .

IIpousBoacTBeHHAN : MNB/05/263 N nnmberl/ : JEI=Ne(0DES69)=(Flre
Homep PY RU)

JuneH3ass Ne

Analysis performed according ND: / Auanun3 nposeaen no HJL: JII-Ne(004669)-(PT-RU)-190224

Page 7of 9/Crp. 7 m39

" No
Ne

Test / [Toka3zaTesnn

Results / Pe3yabTaThbl

Specification / Hopma

onpeaesieHue

12 Assay / KonnuecTBeHHoe

9.9 mg/9.9 mr
(98.6 %)

From 9.0mg to 11.0 mg

CisH13NO3*C4H (1 NO;

(ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 10
11,0 Mr C15H13N03°C4H1 1NO3
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3aABJIEHHOr0 KOJHMYECTBA) B
TabneTKe.

13 Butylhydroxyanisole
content / Coaepxanue
Oy TWITHAPOKCHAHHU30J1a

0.0944 mg/tab /
0.0944 mr B Tabnetke

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

14 Package description /
OnucaHune yIakoBKH

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. / Tlo 10 Tabnetok B
6auctepe n3  (ITA/AJI/IID ¢
sraronornorutenem/I[19BIT)
¢oneru // (II3/AJl) doasru. Ilo
2 GnucTepa BMECTe C JIHCTKOM-
BKJIAIBIIIEM B navyKy
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. / ITo 10 tabneTok B
6nmucrepe u3 (ITA/AJITID c
pinaronornoturenem/TIOBIT) ¢oneru //
(IT3/AJT) doneru. Mo 1 unu 2 6amucrepa
BMECTE C JIICTKOM-BKJIA[IBIIIEM B MAayKy
KapTOHHYO.

Remarks: The Product conforms to ND/

ITpumeyanue: [Tponykr cooTBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
Iposepeno: Pardeep Kumar

—_ S

Approved by: Manager/Executive /
Ono6peno: Menemxep / PXKOBOILI/ITCJ‘IL
f Amit Kumar o

[

Reprint Date /
Hara: 23.05.2025

Reprint Date /
Hata: 23.05.2025

Reprint Date /
Mara: 23.05.2025

Registared 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: L85195AP1884PLCO04507
www.drreddys.com




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

Qe
DI’. ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS A
To! 1 +21 681635 53001-02
CEPTUOPHUKAT AHAJIA3A -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Keropoa® Ixenpecc (keroposiax) Ta6.1eTKH, IHCIePrHpyeMble B MOJI0CTH PTa, 10 mr B
Market / Poinok :Russia / Poccus
Batch No / ] Batch Quantity / 3600000 tab /
Cepus Ne : V2500554 O6bem cepun " 3600000 Tab
Analytical Report No/ - 040002936388 Date of Analysis / . 23.05.2025
AHajimTHYeCKHI oTUeT No JlaTa apanuza
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027
Jara npon3BoacTBa T'open g0
Mifg. License No. / .
Ilpon3BoacTBeRHAs : MNB/05/263 M, numbes/ 5 IR (004669)=(RI:
Homep PY RU)
JuneH3uss Ne
Analysis performed according ND: / Ananu3 nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 u3z 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 JIEKAPCTBEHHOr0 Mpenapara KOHTPOJIb KaYecTBa [0 nokKasaTeslio «MUKpoGuoJoruieckas
YHCTOTA» MPOBOAMTCS AJIst Kama0ii 20-0if cepHUH, U AJIA OAHOI CEPHH B I'ofl, B 3aBUCMMOCTH OT TOT0, YTO
HACTYIHT paHbllie.

API name / HaumenoBanue ADPC: Ketorolac tromethamine / KeToponaka TpoMeTaMHH
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSH001016
Homep cepun npouspoautenas APC: -
FP Manufacturer API Batch number /
Howmep cepun cyOcTaHIIHH NPOH3BOIHTE/IS FESA00165
 TJ1®D:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouszsoaurenn ADPC, cTpana: II-p Penau'c Jlaboparopuc JIta., Unaus
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, THUCH3HA 1S J-p Penau’c Jlabopatopuc JIta., Muaus, [IpoussoacteentHoe
IpoussoacTeeHHas niomaaka / Ilnomagka noapasaenenne-6, Bunn. Kxons, Hanarapx Poyn, banau, J{ucTpukT
KOHTpOJIA KayecTsa / Ilimomaaka Beinycka Conan, X.J1., 173205, Uupusa (unensus 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 /

Ipumeuanue: [Iponykt cooTBercTBYeT Tpeboanusm HJT 3axmwuenne: OJOBPEHO

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

ITonroroeneno: Pravesh Rana / IIposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykosoauTeb
0 Amit Kumar Mgl

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.05.2025 Jara: 23.05.2025 Hata: 23.05.2025

Pagictarad Offica- 8-2.327, Rnard N 3, Ranjara Hills Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Qe Dr. Reddy's Laboratories Ltd.
’ ) Formulation Unit-6
DI'. Red dY S ‘,0. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSJS Dt Solar 1.2, 173 205 DA
CEPTUOHKAT AHAJIU3A &' "- -0 =@ =ree

www.drreddvs,.com

Product : Ketorol Express (ketorolac) Orally Disinteg_rating Tablets 10 mg ]
TIpoaykt: Keropoa® Ixcnpecc (keToposak) Tabaerks, JUCHEPrupyemMbie B M0A0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne | ViEoB0ss O6beM cepun " 3600000 Tab

Analytical Repourt No/ . 040002936388 Date of Analysis / - 93.05.2025
 AHaTHTHYECKHIi oTHeT Ne JlaTa ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 0472027

Jdara npomuseoacTea T'onen oo

Mifg. License No. / . .

Ilpon3BoacTBeHHAs : MNB/05/263 Mi-numbiersy : JIIENE (104669)=(BLe

Homep PY RU)
JuneHsus Ne
Analysis performed according ND: / Ananus nposeaen no HJI: JITI-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».

3akmovyenne 0 cooTBercTBHm: «HacTOAINM g IOATBEPKIAIO, YTO IPHUBECHHAS BIIle HHQOPMALIKsS SBJIAETCS
JOCTOBEPHOI M TOYHON. DTa cepHsA NPOAYKUMH IPOM3BeeHa (BKIIOYasd YIAaKOBKY (MapKMpOBKY) M KOHTPOIb
KAauecTBa) Ha BHIIICYKA3aHHOM TNPOW3BOJCTBEHHOH IUTOMmaAKe (TUIOMAAKaX) B IONHOM COOTBETCTBHM C
TpeboBanmamu [IpaBii HamIekKalel NPOU3BOACTBEHHOM MpakTHKH EBpasuiickoro sKoHOMHYeCKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 certsa0ps 2022) u TpeOOBaHUSAMH KOHTPOJIS Ka4€CTBa JICKAPCTBEHHBIX CPE/CTB,
a TaK)Xe B COOTBETCTBHH CO CIEIUGUKALUIMH, CONSPKAIUMHUCS B PETHCTPAIHOHHOM JOChE CTPaHBI-UMIIOPTEPA.
3ammcH 110 IPOU3BOJACTBRY, yIIAKOBKE U aHATIW3Y IPOBEPEHEL, U YCTAHOBJIEHO HX COOTBETCTBUE TpeboBaHwMsM [ IpaBuit
HazJIeXale# mporu3BoACTBEHHON IPaKTUKH EBpasHMCKOro 3KOHOMHYECKOTO COI03a).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: ITpoaykT cootBeTcTBYeT TpebGoanram HJI 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana % Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykpsonurens
p Amit Kumar —

— II /\ /
Reprint Date / Reprint Date / Reprint Date / !
Jara: 23.05.2025 JHara: 23.05.2025 Hara: 23.05.2025

Pogictarad Office: 8-2-327, Rnad Nn 3, Ranjara Hills, Hyderabad - 500034, Tefangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys.com




