Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJIU3A

Dr, Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, 4.P., 173 205, INDIA
Tl - 404 G8156 5500302

WL drrecays.corn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Kta"r_npo.n@ Skcnpece (keToponak) Tabierkn, AHCHEPrHPYeMbIC B 0JIOCTH T4, 10 Mr m

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / ~ 3600000 tab /

Cepnst No IRl O6BeM cepun " 3600000 Tab
Analytical Repourt No/ . 040002942708 Date of Analysis / . 27.05.2025
AHanuTHuecknii oTyeT No JlaTa aHAIH3a

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

JaTa npon3BoACTBRA Toaen no

Mfg. License No. /

IIponseoacTBEeHHAs : MNB/05/263 EA nur;;er. i : g{l’}[)-Ng(004669) 1k
aunenszus Ne omep

Analysis performed according ND: / Ananns nposesen no HL: JITI-Ne(004669)-( PI-RU)-190224

Page 1 of 9/ Crp. 139

tablets with "[" debossed on one
side. / Kpyrnble nnockue
TabseTKH ¢ Packoi, CBETIIO-
eJITOrO LIBETA C MPaBUPOBKOH
«|» Ha OHOW CTOPOHE.

NNQO Test / [okasaTens Results / Pe3ybTaTb! Specification / Hopma
1 Description / Onmiicanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrnbre
rockue Tabnetkn ¢ (ackoH, cBeTio-
KENTOTO 1LBETa C IPaBUPOBKOH «» Ha
OIIHO} CTOpOHE.

2 Identification / UnenTHduranus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-coekTpbl HOINOMIESHUS
HCOBITYEMOTO  pacTBOpa U pacTBOpa
crangapTHoro  ofpasua  KeTopoJiaka
TPOMETaMHHA LOJDKHBI UMETh
MaKCHMyMbl TIpH ORHOM U TOM Xe UTHHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
I[TpumeuanHe: ITpoMyKT COOTBETCTBYET TpeboBaHUAM HO

3aka

Conclusion: APPROVED /

rouerne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosneno: Ramakant pogepeHo: Pardeep Kumar | Ono6pero: Menemxkep / PykosoaTeth
Uﬂ_ Amit Kumar f'\. A
.@”,! / o fere A
l{ .
Reprint Date / ' Reprint Date / Reprint Date / '

Jlata: 27.05.2025

Hara: 27.05.2025

Jara: 27.05.2025

Registerad 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: LO5105AN284PLG00AB0Y
www.drreddys.com




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt'd“

Formulation Unit-6
vill, Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

.24 0085 BENNL.ND
SUU Ll

et

CEPTH®UKAT AHAJIM3A

IS . To L JTLuD o

www,drradily

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Drenpece (KeTopouak) TabieTkn, Ancneprupyesmsic B noa0cyi pia, 10 mr

Market / PoiHOK ‘Russia / Poccus :

Batch No / . V2501004 Batch Quantity / _ 3600000 tab /

Cepus Ne y O6bem cepui " 3600000 Tab

Analytical chovrt No/ . 040002942708 Date of Analysis / . 2705.2025
AHanuTHuecKHit oTyer Ne Jata anannsa

Date of Manufacture / ' Date of Expiry / P

JlaTta npon3BOACTBA Jogiars I'ogen 10 A

Mfg. License No. / ]
IIpou3BoACTBEHHAS : MNB/05/263 II\I/IA nux;:;er./ : JI:{JI-NE(004669)-(PF-
anuensna Ne omep ) B

Analysis performed according ND:

/ Anaaus nposeaen no HJL: JII-Ne(004669)-(PT-RU)-190224

Page 2 of 9/Crp. 2 u3 9

No

No Test / [Toxaszarenn

Results / Pe3ysbTaThl

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 ynepXHBaHUS
OCHOBHOTO TNHKAa Ha XpoMaTorpamme
UCOLITYEMOIO pactsopa JOJDKHO
COOTBETCTBOBATH BPEMEHH Y/IEPIKMRAHUA
OCHOBHOTO [MHMKa Ha XpOMaTorpamme
pacTBopa CTaHAapTHOIO o6pasna
KeToponaka  TpoMeTammMHa  (pasmen
«KonnuecTseHHOE OIpeleneHne).

Remarks: The Product conforms to ND/
Ipumeyanne: [IponykT coorsercrayer Tpedosanmim HIT

Conclusion: APPROVED /
3axawdgenue: OJOBPEHO

Prepared by /
IMoarotosneno: Ramakant

dulpd

Checked by /
[porepeno: Pardeep Kumar

\"_‘_\-J_______.-

Approved by: Manager/Executive /
Onotpeno: Menemxep / PykoBoaureis
Amit Kumar

L
5 J.l \\r _,,’
L}

Reprint Date / !

Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jlara: 27.05.2025

Registared Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507

www.drreddys.com




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

[ X3
Dr. Reddy’s ‘.0. Vill. Khol, Nalagarh Road, Bacdi,

Disic. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS o ooy etyor aannn 0

CEPTH®HKAT AHAJIN3A v ITEUCYs.com

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

HDpoaykr: Keropon® Sxenpece (keTopoaak) Tab/ieTkn, AucneprapyeMbie B N0A0CTH pra, 10 mr o
Market / Peinok :Russia / Poccus R |
Batch No / . E Batch Quantity / . 3600000 tab /

Cepus Ne D2R0R00¢ O6bem cepun * 3600000 Ta6
Analytical Repourt No / . 040002942708 Date of Analysis / . 27.05.2025
AHaanTnuecKHii oT3er Ne Jarta ananu3a

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

Jara npousBoacTEa Topen 1o

Mfg. License No. /

IlponzBoacTBEHHASA : MNB/05/263 EA nur;;er. / : .]l:g-Ne(004669)—(Pl"-
aunensus Ne omep )

Analysis performed according ND: / Ananus nposejien no HJL: JIT-No(004669)-(PI'-RU)-190224
' Page3of9/Crp.3 w39

NMO Test / Iloxa3ateanb I Results / PesysabTaThi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET 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
yAepXXHBaHUA TTHKOB
2-6yTWITHAPOKCHAHN30JIA 7]
3-6yTHATMAPOKCHAHH3ONA Ha
XpOMATOIpaMMe YCIBITYEMOTO PacTBoOpa
OODKHBL COOTBETCTBOBATb  BPEMEHAM
yaepXKHBaHHA TIHKOB
2-0yTHIrHAPOKCHAHU30MA u
3-6yTHITMAPOKCHAHN30MTA Ha
XpOMATOrpaMMe pacTBOpa CTaHRAPTHOrO
obpasia 6y THIrHAPOKCHAHK3011a (paszen
«Coaepxanne
GyYTHArMAPOKCHAHU30TAN).,

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

[pumeuanse: [TpoaykT coorsercrayer TpeGopanuam HJT 3axmouenne: OJJOBPEHO

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

INoxrortoenexo: Ramakant TIposepeno: Pardeep Kumar | OnoGpeto: Meremxep / PyrosoanTeinb

&4 ab 5 Amit Kumar Kt
prd =i {
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 27.05.2025 Hara: 27.05.2025 Ilarta: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: LBS195AP1984FLCO0450Y
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
To!l : +81 02166 56001-02

CEPTHO®HEKAT AHAJIA3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegraﬁng Tablets 10 mg
Hpoaykr: Keropon® Ixcnpece (KeToporak) TabieTkn, AHcuepriupyemsie B NOJ0CTH PTa, 10 mr N

Market / Ppiaok : Russia / Poccus

Batch No / , Batch Quantity / _ 3600000 tab /

Cepus Ne 0 O6bem cepni * 3600000 Tab -]

Analytical Repo:‘t No/ . 040002942708 Date of Analysis / . 27.05.2025

Anamuraueckdi oTuer Ne Jdara anajau3a _

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

Jlara npou3BOACTBA Tonen no _

Mfg. License No. / . o

IIpousBoCTBEHHAS : MNB/05/263 MA number: / : JIEI-Ne(004669)-(PT'~
Homep PY RU)

Jiien3us Ne

| Analysis performed according ND: / AHaIH3 NpOBE/AeH 110 HL: JITI-Ne(004669)-(PI'-RU)-190224

Page4of 9/Crp.4u3 9

OAHOPOXHOCTH MACCHI

I:.f Test / IlokazaTens Results / PesyinTaThl Specification / Hopma
3 Average weight / Cpeausis 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca . Ot 67,2 Mr 1o 72,8 mr (70,0 Mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;

2/20 tablets - not more than £ 20 %. /
18/20 Tabnetrok — He Gonee * 10 %;
2/20 tabneTok — He 6onee + 20 %,

4 Disintegration time /
PacnagaemocTh

00 min 24 sec / 00 muH 24 cex

Not more than 3 min. / He 6onee 3 MuH.

5 Dissolution / PacTBopeHne Unit-1/ Ta6n-1 95 % Not less than 75% (Q of
. C1sH13NO3+C4H|1NO3 (ketorolac
Unit-2 / Ta6a-2 ) 95 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta6a-3 95 % 75%  (Q  CisHisNO3CeHuNO;
. (xeToponaka TpOMeTaMUH) Yepes 15 MHH,
Unit-4 / Tabn-4 91 %
Unit-5 / Tabn-5 95 %
Unit-6 / Ta6n-6 99 %

Remarks: The Product conforms to ND/

IMpumeuanue: [poaykr coorserctayer Tpebosamsim HIT

Conclusion: APPROVED /
3axmogerne: ONOBPEHO

Prepared by /
TloaroroBneno: Ramakant

Sl

Checked by /
Tpoeepero: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxep / PykoBOOHTEE

p Amit Kumar A A
hoe

¢
1—_4,,,,,‘*.-— — | e

Reprint Date /
Jata: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date / i
Iata: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India _
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

UIN: L851YSAP 1Y84PLC004 307
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUEKAT AHAJTH3A

Tal: 101 92165 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMponykr: Keropoa® Dxcnpece (keroposak) rabnerssy, Aucneprupyemsie B N0OI0CTH Pra, 10 mr

Market / Peinox :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepun Ne L O0BeM cepiis * 3600000 Tab

Analytical Repovrt No/ . 040002942708 Date of Analysis / . 27.05.2025

AHajATHYecKHH 0TyeT No /laTa ananu3sa

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

Jara npon3BoacTBa T'ogen no ]

Mfg. License No./ ) o I

Ipon3poacTBeHHAS : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-
Howmep PY RU)

annenzua Ne

Analysis performed according ND: / Ananu3 npoBejien no HJ: JII-Ne(004669)-(PI'-RU)-190224

Page5of9/Crp.Sm3 9

No |

AucnepcHoCTh

N Test / ITokaszaTens Results / PesyabTaTsi Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / OGpasyercs
OHOpOIHAs CYCHEeH3Ws, MpoXoJsnias
CKBO3b CHTO C pa3MepoM OTBEPCTHIA
710 MKM.

7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapoKCHaHaIor

Below LOQ (LOQ =0.032%) /|

Hmxe mpezena KONHIECTBEHHOTO
onpenenenus ([IKO = 0.032 %)

not more than 0.5 %; / ue Gonee 0,5 %;

KeToposiaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %:; / 1e 6onee 0,8 %;
1-keTOaHANOT KeTOposaKa
unidentified impurity / 0.02% not more than 0.5 %; / ue 6onee 0,5 %;
eMHUYHAA
HengeHTRPHIUpOBaBHAs
npuMech
total impurities / 0.1% not more than 1.0 %. / ve 6osnee 1,0 %.
cymMMa npumecei
8 Water content / 24 % Not more than 7.0 %. /
CopepxaHHe BOAbI ; He 6onee 7,0 %.
Remarks; The Product conforms to ND/ Conclusion: APPROVED /

[Tpumeuanne: [Ipoaykr coorsercrayer Tpebopanuam HJI

3axnouenne: OJJOEPEHO

Prepared by / Checked by /
IMonrorosneno: Ramakant Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6pexo: Menemkep / PykoBoauTenb
Amit Kumar A C

Gl als

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jara; 27.05.2025

/

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +81 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.cam
CIN’ L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
1. C1 09166 56001-N2

CEPTUP®PHKAT AHAJIM3A

www.drreddys.com

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

Hpoaykr: Keropon® Dxenpece (Reroposiak) TabieTks, AUCHepripyeMeie B M0JOCTH PTa, 10 mr -

Market / PbiHoK :Russia / Poceris :

Batch No / . Batch Quantity / _ 3600000 tab /

Cepns Ne g 2 O61em cepuit " 3600000 Tab

Analytical Repo:‘t No/ . 040002942708 Date of Analysis / . 27.05.2025

AHaaHTH4YeCKHA oTyeT No Jara anajgnsa

Date of Manufacture / . 04/2025 l?ate of Expiry / . 03/2027

Jara npon3BoACTBA I"ojien o

Mfg. License No./

IIponsBoacTBEHHAS : MNB/05/263 MA number: / : LG ST
Honep PY RU)

aunenzas Ne

Analysis performed according ND: / Ananus nposeaen mo HJL: JII-Ne(004669)-(PT'-RU)-190224 |

Page 60f9/Cip. 63 9

1

i:) Test / [TokaszaTean Results / PeaynnTaThbl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHMyecKre pacTBOpUTENH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
Hsonponanon 6 MKr B TabneTke He 6onee 350 mMkr B TabneTke.

10 | Microbiological purity*/ Muxpo6uosoruyeckas YHcToTa*

Total Aerobic Microbial

Count / 061uee qucio NA

not more than 10* CFU/g; /
He Gonee 10° KOE/T;

OAHOpOAHOCTE
A03MPOBAHHBIX EXAHHHI

a3pobOHBIX MHKDO-
OpraHu3MoB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob1uee yuacno NA He Gosee 10° KOE/T;
JPOMOKEBBIX U [UIECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 3.2 Acceptance value (47) not more than |

15.0 TloxasaTensb npuemieMocTH (4F)
IoMkeH 651TE He Gosee 15,0.

Remarks: The Product conforms to ND/
ITpuMeuanue: IponykT coorsercTyeT Tpebosanuam H]T

Conclusion: APPROVED /
3axsouenne;: OJJOBPEHO

Prepared by / Checked by /
ITonroToBIIEHO: Ramakan'}
/

=

[TpoBepeHo: Pardeep‘Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBonurens
Amit Kumar A~ e

] —

b

Reprint Date /
JlaTa: 27.05.2025

Reprint Date /
Jata: 27.05.2025

L]

Reprint Date /
Jlara: 27.05.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN. LBG195AP1904PLCO0450Y
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A

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
www.drreddys.com

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Ixcnpece (keroposiak) TabaeTky, fucneprupyembie B MOJOCTH prd, 10 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne $ V2501008 O6beM cepuu " 3600000 Tab

Analytical Repourt No/ . 040002942708 Date of Analysis / . 27.05.2025

ABanuTHIecKHH oTdeT No JlaTa anasnu3a

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

Jara npou3socTBA I'onen g0

Mifg. License No. /

IlpousBoacTBEeHHAS : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT™
Homep PY RU)

JIHueH3HA Ne L

Analysis performed according ND: / Anaju3 hponenen no HJ.[ JIII-Ne(004669)-(PI'-RU)-190224

Pagc70of9/Crp. 7Tu3 9

No

Ne Test / ITokazaTenb Results / Pe3yabTaTh! Specification / Hopma
12 | Assay/Koau4decTseHHoe 10.0 mg/ 10.0 Mr From 90mg to 11.0 mg of |
omnpejeeHyue (99.9 %) C15H13NO3°C4H11NO;3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. /Ot 9,0 Mr no
11,0 Mr CsHi3NO3*C4H11NO3
(keToponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOTO KOJIM4ECTBA) B
TabneTke.

13 | Butylhydroxyanisole
content / CoaepxaHne
6y THITHAPOKCHAHU301A

0.0941 mg/tab /
0.0941 mr B Tabnerke

Not less than 0.042 mg/tab. /
He meree 0,042 Mr B TabneTke.

14 | Package description /
Onucaune yNaKkoBKH

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
6nmucrepe u3 (ITA/AJI/IID ¢
snaronornorutenem/I13BIT)
doasru // ([13/AJT) donsru. Ilo
2 brmucTepa BMeCTe C JIHCTKOM-
BK/AJBILIEM B Tmayky
KapTOHRYIO.

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. / o 10 TabneTok B
6nucrepe n3 (TTA/ATITID c
snaronornotutenem/II3BIT) doneru //
(T19/AJT) donsbru. ITo 1 wau 2 Gmucrepa
BMECTE € JIMCTKOM-BKJIAJbILIEM B MA4Ky

KapTOHHYIO.

Remarks: The Product conforms to ND/

[pumeuanue: [ponyxr cooreercTyer Tpebosarmsam HIL

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IToarorosnexHo: Ramakant

Checked by /
Tposepeno: Pardeep Kumar

<l

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykopoaurens
Amit Kumar \ 1

e .'/__-

I
|

Qs

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jarta: 27.05.2025

Reprint Date /
Jlara: 27.05.2025

5 |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 29589, Email: mail@drreddys.com

CIN. L83195AF19041LCO04507
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

Tel : +91 98166 56001-02

CEPTHOHKAT AHAJTH3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i)
IIpoayrT: Keropon® Dxenpece (keroposak) Tabierk, ARCHEPrupyemple B MONOCTH pTa, 10mr
Market / Poinok :Russia / Poccus i
Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne 2 O6bem cepHH ~ 3600000 Tab

Analytical Repo:‘t No/ - 040002942708 Date of Analysis / . 27.05.2025
AnannTHaecknii oTyer Ne Jlata aHa/nA3a )
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npoussojicTsa e Tomen go

Mfg. License No. /

IpoussoacTBenHast : MNB/05/263 EA nurll:;er. / 1 gH'M(OO““%-(PF-
aHneH3us Ne ik - =
Analysis performed according ND: / Ananns nposegen no H/I: JITI-Ne(004669)-(PT-RU)-190224

* When the drug product is released, the quality

Page 8 of 9/ C1p. 8 n3 9
control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more.

* [Ipu BBITYCKE JIEKAPCTBEHHOro Npenapara K
YHCTOTA» MPOBOAMTCA /ISt Kaxmoit 20-0ii cepu
HACTYNHT paHblue,

OHTPOJIb Ka4ecTBa 110 NoKa3aTento «MuKkpobHosorHiecKas
H, HJTH JJIA O/IHOW CepUH B TOA, B 3aBHCHMOCTH OT TOT0, 4TO

API name / Haumenosanne A®PC:

Ketorolac tromethamine / KeToponaka TpOMeTaMHH

INN / MHH:

Ketorolac / Ketoposnak —

API manufacturer batch number /
Homep cepun nponzsoautens APC:

ABSH001207

FP Manufacturer API Batch number /
Howmep cepur cyGcTanumm NpoH3BOAHTENH
TJ1®:

FESAQ0157

API Manufactured by & country /
IIponssoantenn A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pepnw'c Jaboparopuc Jita., Muans

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

HanMeHoBaHHE, aapec, THIEH3HS A
Ipou3soacTBennas niaomanxa / Ilnomaaxa
KOHTpPOoJiA KadecTBa / Ilomanka BoInyeKa

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 Jlabopatopuc Jlta., inaus, [Tpon3BoAcTBEHHOS
noapasaenetue-6, B, Kxonw, Hanarapx Poyn, banau, {uctpukr
Conan, X.I1., 173205, Wnaus (MUEH3US 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 /

IMpumeuanue: Ilponyxr coorpercreyer tpebopanuam HT 3aunouenue: OJJOBPEHO

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

IToarorosneHo: Ramakant Iposepeto: Pardeep Kumar | Onobpeno: Meremiep / PykoBoauTess
o i Amit Kumar =

el .= (\ —
Reprint Date / U Reprint Date / Reprint Date / l
Hara: 27.05.2025 Hara: 27.05.2025 Jara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjare Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +31 4C 4900 2939, Email: mail@drreddys.com

CIN

: L85195Ar1984PLC004507
www.drreddys.com




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

o
DI’. Red dy,S ‘_.O. Vill, Khol, Nalagarh Road, Baddi,

; Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS . o1 93166 56001-02

CEPTHOUKAT AHAJIM3A o cdiee com

Product : Ketorol Express (ketorolac) O?ally Disintegrating Tablets 10 mg
Iponykr: Keropon® Sxenpece (keroponak) Tabaerki, AHCHEPrHpYeMble B IOJOCTH P14, 10 mr o
Market / PoiOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepus Ne N O0nem cepHH " 3600000 Tab
Analytical Repo‘f't No/ . 040002942708 Date of Analysis / . 27.05.2025
AnRannTiyeckuii oryer Ne JlaTa aHanan3a b BY
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npou3BOACTBA T'ogen 10 |
Mfg. License No. / .
IIpon3BoacTBERHAA : MNB/05/263 II\I/[AHUI;;CL/ - JRHUI)-M(OM“Q)-(PF-
aunensus Ne y omep -
 Analysis performed according ND: / Ananns nposenes no HJI: JITI-Ne(004669)-(PI'-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».

3aK/II0YeHHe 0 COOTBETCTBHM: «HacTOSIMM 5 TIONTBEPXKIA0, YTO NpHBEAEHHAs BHINE MHQOpPMALHS SABIAETCA
JOCTOBEPHOH ¥ TOUHOH. DTa Cepus MPOIYKUMU NpOM3BeZieHa (BKTIOHAs YNAKOBKY (MapKMPOBKY) H KOHTPOJH
KauecTBa) Ha BEINICYKa3aHHOM NpPOM3BOIACTBEHHOH IUomanxe (IUIOMAAKaX) B IOJHOM COOTBETCTBHH C
TpeboparmsMu [IpaBun Hammexaulel IPOM3BOJICTBEHHON MPakTHKM EBPasHACKOro SKOHOMHYECKOrO COO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 censa6ps 2022) 1 Tpe6oBaHHAMH KOHTPOJII Ka4€CTBa JICKAPCTBEHHBIX CPC/ICTB,
a TAKXXe B COOTBETCTBHH CO CIEUH(HKAIUAMH, COIEPKAMUMHCH B PETHCTPAMOHHOM J0ChE CTPaHBI-UMIIOPTEPA.
3AIIHCH 11O IPOH3BOACTBY, YITAKOBKE H AHATH3Y IPOBEPEHDI, H YCTAHOBJICHO HX COOTBETCTBHE TpeboBarmsM IIpasui
HaJuIexalel IpOu3BOCTBEHHOM NIPaKkTHKK EBpa3suiCcKOro 9JKOHOMHYIECKOr0 COK3a.

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

IMpumeyanue: [TpoaykT COOTBETCTBYET Tpeboanmnsim HJ| 3akmouense: OJJOBPEHO

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

Toarororneno: Ramakant [poepeno: Pardeep Kumar | Opo6peHo: Menemwxep / Pykosoaures
‘yj‘ f Amit Kumar N e

Reprint Date / ' Reprint Date / Reprint Date / '

Hata: 27.05.2025 Hara: 27.05.2025 Jara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195Ar1984°LCO04507
www.drreddys.com




