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

CEPTUDPUKAT AHAJIM3A

Tal: +¢1 68166 55001-02
WWW.GT (€S, CoIM

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Dxenpecc (keToposak) TabJeTKH, AHCHePrHpyeMble B 1010cTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne + V2500951 O0neM cepuH " 3600000 Tab

Analytical Repo:‘t No/ - 040002937658 Date of Analysis / . 93.05.2025

AHanuTHYecKHH oT4YeT No JlaTa ananuza

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

JaTa npoH3BoACTBA I'ogen go

Mfg. License No. / .

IIponssoacTBeHHAs : MNB/05/263 VA AT g IINE(002662)=(BI=

Homep PY RU)

_JIHIeH3Ms Ne

Analysis performed according ND: / Anayu3 nposexen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page10of9/Crp.1 m39

No . .
No Test / lokasaTesnb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onuncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrinie
side. / Kpyrnsie niockue miockue Tabnetku ¢ (ackoH, CBeTIO-
TabneTku ¢ packoH, cBETIO- XKEJITOr0 IBeTa C IpaBUpOBKOl «l» Ha
JKEeNTOro LBETa ¢ IPaBUPOBKOi OJIHOM CTOpPOHE.
«l» Ha 0ZIHOM CTOPOHE.
2 Identification / UnenTudunkanus

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 NOTJOLLECHUSA
UCIBITYEMOrO pacTBOpa M pacTBopa
cTaHgapTHOro  ofpasua  KeToponaka
TpOMeTaMHHa IOJDKHEI UMETh
MaKCHUMYMBI TIpA OJHOH W TOH Xe JuHe
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

IMpumeuanue: [Iponykr cootrseTcTBYeT TpeboBanusam HI

Conclusion: APPROVED /
Zaknwuenune: OJOBPEHO

Prepared by /
IMonrorosneno: Pravesh Rana 4

Checked by /
[Tporepeno: Pardeep Kumar

g

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauresnsb
P Amit Kumar

N

Reprint Date /
Jara: 23.05.2025

Reprint Date /
Hara: 23.05.2025

Reprint Date / y
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: .85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Soian, H.P., 173 205, INDIA

CEPTUOPUKAT AHAJIM3A

Pea0f CGE1ES 55001-02

WWW.GIreaoyZ.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keroposn® Jxenpece (keTopoaak) TabJeTkH, AHCIieprupyemMble B NOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / i Batch Quantity / 3600000 tab /

Cepus Ne - V2500981 O6bem cepun " 3600000 Tab

Analytical Repog‘t No/ - 040002937658 Date of Analysis / . 93.05.2025

AHanuTHYecKuid oTueT No Jarta apanusa

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

Jdarta npou3BoACTBA TI'open oo

Mfg. License No. / . o

Ipon3BoacTBeHHas : MNB/05/263 N0 D e i PN (0065 (T
Homep PY RU)

JHueH3us Ne

Analysis performed according ND:

/ Anasus nposenen no H/: JHI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/ Cip.2 m3 9

No

Test / IToka3aTesib
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 ynepxUBaHuUA
OCHOBHOIO THKa Ha XpomaTorpamme
UCTILITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHHA
OCHOBHOTQ THKa Ha XpOMaTorpaMme
pacTBopa CTaHIapTHOTO oOpasia
KeTOpojiaka  TpoMeTamuHa  (pasgen
«KoNH4eCTBEHHOE OTIpE/IENIEHHED).

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusaM HJI

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IToarorosnexHo: Pravesh Rana

Checked by /
[poeepeHo: Pardeep Kumar

eslee

Approved by: Manager/Executive /
Ono6peno: Menemxep / P}’E{(}BOILI/ITGJ’IB
Amit Kumar /\///

%

Reprint Date /
Hara: 23.05.2025

Reprint Date /
Jara: 23.05.2025

Reprint Date /
Hara: 23.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe . '
’ e Formulation Unit-6
Dr. Reddy S “.. Vill. Khol, Najagarh Road, Baddi,
CERTIFICATE OF ANALYSIS DSt Sf'a(i__{: P17§ 2‘05; INDIA
CEPTUDUKAT AHAJIA3A  © 9197155600107

w.direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keToposiak) Taf1eTKH, JHCHEPrHpyeMble B I0JOCTH PTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2500981 Ob6nem cepun ~ 3600000 Tab

Analytical Repovrt No/ . 040002937658 Date of Analysis / - 93.05.2025

AHajiHTHYEeCKHIT oTyeT No JlaTa aHaJIH3a

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

JaTta npouzBoacTea T'ogen oo

Mfg. License No. / . .

IIpou3BoACTBeHHAS : MNB/05/263 R Do . JUI-Ne(004669)-(PT-
Homep PY RU)

JHueH3usa Ne

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

Page30f9/Crp.3 u39

No Test / ITokasaTenb | Results / PesyabTaTtsl Specification / Hopma
Ne

Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-

bymuneuoporxcuanuszon 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
yIOepPKMBaHHS ITHKOB
2-6yTHITHAPOKCHAHU301A U
3-6yTHUATHAPOKCHAHU301a Ha
XpoMarorpamMe HCIBITYEMOrO pacTBOpa
JOJDKHBI  COOTBETCTBOBAaTE BPEMEHAM
yAEpXKUBAHUA THKOB
2-0yTUNrUApOKCHAaHU301a U
3-GyTHITHIPOKCHAHU3071a Ha
XpOMaTorpaMMme pacTBopa CTaHAApTHOIO
obpasua OyTUIrHIPOKCHaHU30M1a (pa3aen
«CopnepxaHue
OYTHIATHAPOKCHAHU30JIa»).

Remarks: The Product conforms to NI/ Conclusion: APPROVED /
IIpumeuanue: ITpoaykr cooTBeTcTBYeT TpeOoBanusmM HJJ 3aknouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosnexo: Pravesh Rana { IMposepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBoautesns

BL/ Amit Kumar N
A | —

J

Reprint Date / Reprint Date / Reprint Date/  °

Jara: 23.05.2025 Jara: 23.05.2025 Jara: 23.05.2025

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: L85195AP1884PLCO04507
www.drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A

Tel: +21 $8165 55001-02

www.drredov.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jxcnpece (keToposak) Ta6aeTKH, AHCHeprupyeMble B M010CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2500981 O6bem cepun ~ 3600000 Tab

Analytical Repourt No/ - 040002937658 Date of Analysis / - 23.05.2025

AHajuTHYeCKHIi oTHeT Ne Jara anannsa

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

Jara npon3poacTea T'open no

Mfg. License No. / .

Ilpon3BoAcTBEHHAS : MNB/05/263 T . JII-Ne(004669)-~(PT-
Homep PY RU)

JHuen3us Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page4 0of9/Crp. 4 u3 9

Results / PesyabTaTsl

Specification / Hopma

69.7 mg / 69.7 mr

Complies / CooTBeTCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr no 72,8 mr (70,0 mr £ 4,0 %).

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than £ 20 %. /
18/20 Tabnerok — He Oonee =+ 10 %;
2/20 Tabnetox — He 6onee + 20 %.

00 min 22 sec / 00 Mun 22 cex

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

No Test / TlokazaTenn
Ne
3 Average weight / Cpennss
Macca
Uniformity of weight /
OaHOpPOAHOCTHL MACChI
4 Disintegration time /
Pacnapaemocrts
5 Dissolution / PacTBopenne

Not less than 75% (Q) of
C1sH13NO3*C4H|1NO3 (ketorolac
tromethamine) in 15 min. / He meHee
75 % Q) C1sH1aNO3C4H11NO;
(keToponiaka TPOMETaMHH) yepe3 15 MuH.

Unit-1/ Tabn-1 99 %
Unit-2 / Tabn-2 99 %
Unit-3 / Tabn-3 99 %
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 96%
Unit-6 / Tabn-6 96%

Remarks: The Product conforms to ND/

IMpumeuanue: [Ipoaykr coorsercTByeT TpeboBaHusam HJI

Conclusion: APPROVED /
3akmouenne: OJOEPEHO

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

[Monroroneno: Pravesh Rana IMposepeno: Pardeep Kumar | Ono6peHo: Menemxep / Py{\'osonmenb
e ;;-_-Kli o Amit Kumar /\ =,

Reprint Date / Reprint Date / Reprint Date / !

Jara: 23.05.2025 Jara: 23.05.2025 Jlarta: 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 2939, Email: mail@drreddys.com
CIN: L85195AP1884PLCO0A507

www.drreaays.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

vill. Knol, Majagarh Road, Baddi,
Disti. Solan, H.F., 173 205, INDIA

CEPTHOUKAT AHAJIM3A

Tal - 401 CENRA 55001002

WWW drireGays.com

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

Ipoayxr: Keropoa® Dkcnpece (keTopoJiak) Ta6/ieTKH, AHCIIEPrEpyeMble B HOJIOCTH pTa, 10 Mr

Market / PriHok :Russia / Poccns

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne V2500981 O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002937658 Date of Analysis / . 23.05.2025

AHajuTHYIecKHi oTyeT Ne JlaTa ananusa

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

Jara nponspoacrea Tonxen po

Mifg. License No. / . .

HpousBoacreeHHas : MNB/05/263 Ll Lo : JIII-Ne(004669)-(PT"-
Homep PY RU)

Jinnen3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJ: JIII-Ne(004669)-(PT-RU)-190224

Pace50f 9/ Crp.5u3 9

JucnepcHocTh

1}? Test / lokasaTenn Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpa3zyercs
OJHOPOJAHAs CYCNEH3UsA, MNpOXoasuas
CKBO3b CHTO C pPa3MepoM OTBEPCTHH
710 MKM.

7 Impurities / TIpumecn

1-hydroxy analog of

Below LOQ (LOQ =0.032%) /

not more than 0.5 %; / He 6oxee 0,5 %;

CoaepxxaHue BOAbI

ketorolac: / Hike npenena Konu4ecTBEHHOro
l-ruapokcuanaior onpenenenns (IIKO = 0.032 %)
KeTopoJiaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / ue 6onee 0,8 %;
1-KkeToaHaIor KeTopoJiaKa
unidentified impurity / 0.02% not more than 0.5 %; / ne 6onee 0,5 %;
eIUHNYHAA
HeuaeHTHOULIMpOBaHHAas
NpHMECh
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
CyMMa npuMecei
8 Water content / 2.6 % Not more than 7.0 %. /

He ©oiee 7,0 %.

Remarks: The Product conforms to NI/

IMpumeuanue: [Ipogyxt cooTBeTcTRYET Tpeboranusm HJI

Conclusion: APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana y

Ve
\

Checked by /
[Mporepeno: Pardeep Kumar

<

Approved by: Manager/Executive /
Onobpeno: Menemxep / PXKOBOI[I/ITCJ‘[I;
Amit Kumar )

N T

Reprint Date /
Hata: 23.05.2025

Reprint Date /
Hara: 23.05.2025

Reprint Date /
JHara: 23.05.2025

T

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: Lt85155AP1884PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

Tot: +91 92165 55001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Jxcnpece (keTopo/ak) Tab/1eTKH, IHCIeprupyeMble B MIOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus -

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne + V2500981 O6nem cepuu " 3600000 Tab

Analytical Repo:’t No/ . 040002937658 Date of Analysis / . 23.05.2025

AHajuTHYECKHIH oTueT No JlaTa anajamn3a

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

Jarta npon3Boacrea T'onen o

Mfg. License No. / ] o

Ilpou3sBoacTEEHHAS : MNB/05/263 SRR / . JII-Ne(004660)-(PT-
Homep PY RU)

JnneH3Hs Ne

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

Page 6 of 9/ Crp. 6 u3 9

1}00 Test / Iloka3zaTenn Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OctaTro4yHble OpraHu4ecKHe pacTBOPHTENH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 4 mxr B Tabnetke He Gonee 350 Mkr B TabneTke.

10 | Microbiological purity*/ MukpoGuosnoruueckas yucrora*

Total Aerobic Microbial
Count / o6Luee 4uCiIo

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

OagHopoaHOCTB
J03MPOBAHHbIX €JHHHIL

NA
a’3pOOHBIX MHUKPO-
OprafHu3MoB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / obLee yucIO NA He 6onee 10?2 KOE/r;
JPOMOKEBBIX U IIIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHUE B 1 T,
11 | Uniformity of dosage units / 3.6 Acceptance value (4¥7) not more than

15.0 Tloka3arens npuemnemoctu (AV)
JoJDKeH OBIThH He Ooutee 15,0.

Remarks: The Praduct conforms to NTV/

ITpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3akiarogenune: OJJOBPEHO

Jara: 23.05.2025

Jlara: 23.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana f INposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoaurens
Amit Kumar IN—
4 L e
Reprint Date / Reprint Date / Reprint Date / '

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 2299, 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 - +81 S8166 56001-02

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

Tpoaykt: Keropoan® Dxenpece (keTopoak) TaGieTkH, IHCNeprupyeMble B noJocTy pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnsa Ne il O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002937658 Date of Analysis / . 93.05.2025

ABajuTHYecKHH oTyeT Ne Jata anann3a

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

JdaTa npou3BOACTBA I'oxen no

Mfg. License No. / . o

HpouspoacTeennas : MNB/05/263 SENUMBER . JOI-Ne(004660)-(PT-
Homep PY RU)

NHIeH3usa Ne

Analysis performed according ND: / Ananus nposexen mo HJL: JITT-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 7139

OnucaHme ynakoBKH

(PA/AL/PE = with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
onuctepe u3z (ITA/AJIV/IIS ¢
sraronornoturenaem/I13BIT)
¢donvru // (II3/AJI) donsru. ITo
2 GnucTepa BMECTE C JIMCTKOM-
BKJIaJbIIIEM B nayKy
KapTOHHYIO.

1}? Test / [loka3aTesb Results / PesyabTaThl Specification / Hopma
12 Assay / KonnuyecTBeHHOE 9.9 mg /9.9 Mr From 9.0mg to 11.0 mg of
onpenejieHue (99.4 %) CisH13NO3+C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr oo
11,0 Mr CisH13NO;3*C4H 1 NO;
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBJICHHOTO KOJIWYECTBa) B
TabaeTke.
13 | Butylhydroxyanisole 0.0859 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0859 mr B TabneTke He menee 0,042 mr B TabneTke.
6yTHATHAPOKCHAHH30J1a
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. / ITo 10 tabnetok B
6nucrepe u3 (ITA/AJUIID c
piaaronornotuteneM/[19BI1) doneru //
(IT2/AJ1) doneru. o 1 wm 2 6nucrepa
BMecCTe C JIICTKOM-BKJIaJbILIEM B MA4Ky
KapTOHHYIO.

Remarks: The Product conforms to ND/
Ipumeuanue: [IponykT cooTseTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3akaiouenne: OJOBPEHO

Prepared by /
IMonrorosneno: Pravesh Rana f
<

—

Checked by /
ITpoeepeno: Pardeep Kumar

b

Approved by: Manager/Executive /

Opnobpeno: Menemikep / Pykosoaureib
. L

Amit Kumar A -

Reprint Date /
Hara: 23.05.2025

Reprint Date /
Jara: 23.05.2025

Reprint Date / J
Jara: 23.05.2025

Registared 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

CiIN: L85195AP1884PLCO04507
www.drreddys.com




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

& e
Dl‘. Red dy,S q;. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUADOUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dxenpecc (keroposiak) TaGneTkH, AUCIEprupyeMslie B M0J0CTH pTa, 10 mr
Market / Po1HOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne t N2S00281 O6bem cepun " 3600000 Tab
Analytical Repo‘f't No/ . 040002937658 Date of Analysis / - 93.05.2025
AHaNMTHYECKH oTUeT Ne JlaTa aHaau3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npon3BoacTBa T'onen a0

Mfg. License No. / . o
IIponsBoacTBeHAAN - MNB/05/263 M umber::/ : JIII-Ne(004669)-(PT-

Homep PY RU)

JIHIeH3un Ne

Analysis performed according ND: / Anasu3 npoeeges mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ C1p. 8 m3 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.
* [IpH BLINYCKE JIEKAPCTBEHHOTO Npenapara KOHTPOJIb Ka4ecTBa No nokasaTesiio «Mukpobuooruyeckas
YHCTOTA» MPOBOAUTCS At Kaxaoii 20-o#i cepuu, IH AiSl OAHOI CEPHU B IO/, B 3aBUCHMOCTH OT TOFO, YTO

HACTYIIUT paHbIIE.

API name / Hanmenosanue A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMMH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRHO009746, ABRE009903

Homep cepun npounssoaurens ADC:

FP Manufacturer API Batch number /

Howmep cepun cy0CTaHIHH NPOH3BOTHTENA FESA00033, FESA00034

IJ1®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoautens ADPC, cTpana: Il-p Pennu'c Jlaboparopuc Jita., Munus

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, agpec, THICH3HA NS O-p Pennu’c Jlaboparopuc JIta., Munus, Ilponssoacreentoe
IIpouzBoacTBenHas nuomanka / [lnomanka noapasaenenue-6, Bumin. Kxons, Hanarapx Poyn, bagau, Jluctpukr
KOHTPOJA KavecTsa / [Lnomaaka Beimycka Conan, X .I1., 173205, Unaus (muuensus 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 /
ITpumeuanue: [IponykT cooreTcTBYET TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pravesh Rana /ﬁ Ipoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykoponutessb
N Amit Kumar —
o /\ —
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.05.2025 Jara: 23.05.2025 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: L85195AP1984PLC004507
www.drreddys.com




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

Se
Dl'. Reddy,s ‘.... Vill. Kho!, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS .
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
' Iponyxr: Keropon® Ikenpece (keToposiak) TabjaeTkH, HCHeprupyemMbie B IMOJOCTH PTa, 10 mr -
Market / Poinok :Russia / Pocens
Batch No / ] Batch Quantity / 3600000 tab /
Cepus Ne - V2500981 O0neM cepHH " 3600000 Tab
Analytical Report No/ - 040002937658 Date of Analysis / - 93.05.2025
AnanaTHYeckuii oTyeT Ne Jara ananausa
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
Jara npounsBoacTBa T'open o
Mfg. License No. / . o
IlponsBoacTBeHHAs : MNB/05/263 T LUy : JNNENE(ODHGGE)= QL=
Homep PY RU)
JHIeH3Hsa No
Analysis performed according ND: / Ananns nposegen mo 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».

3aKa0UeHHe 0 COOTBeTCTBHH: «HacTodmuM s MOATBEPKIAI0, YTO IPHBEACHHAs BBIE HH(GOPMAIKA ABIACTCS
JIOCTOBEPHOM M TOYHOM. DTa CepHs MPOAYKIHMH IPOM3Be[eHA (BKIIOYas yHaKoBKy (MapKHpPOBKY) M KOHTPOIb
KauecTBa) HA BHIIIEYKA3aHHOM MPOM3BOJCTBEHHOM IUIOIIAAKe (IUIOMAAKax) B IOJIHOM COOTBETCTBUH C
TpeboBanmsaMU [IpaBui HaUlexalell MPOU3BOACTBEHHOM mpakTuKH EBpasmiickoro sxonommuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) u Tpe60BaHUAMH KOHTPOJISA KAYECTBA JICKAPCTBEHHBIX CPEACTB,
a Taloke B COOTBETCTBHH CO CIEIH(PUKAIIUIMH, COJEPKANIMMUCI B PETHCTPALIMOHHOM JIOChE CTPaHBI-UMIIOpTEpa.
3anucH 0o MPOH3BOACTRY, YIAKOBKE M aHATN3Y IPOBEPEHBL, H YCTaHOBJIEHO HX COOTBETCTBHE TpeboBaHUsIM [IpaBii
HaJIeXKAIIEH IPOM3BOICTBEHHOM MPakTUKU EBpasuiickoro 3KOHOMHYECKOTO COK03a).

Remarks: The Product conforms to NI/ Conclusion: APPROVED /
IMpumeuanue: IIpoaykT cootBeTcTBYET TpebGopanusam HJI 3axawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Pravesh Rana (f I[Iposepeno: Pardeep Kumar | Ono6peHo: Meneikep / Py{coaonnrenb

Qﬁ/zf Amit Kumar ;,\ =

Reprint Date / Reprint Date / Reprint Date /
JHara: 23.05.2025 Hara: 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: L85195AP1984PLCO0A507
www.drreddys.com




