De
Dr.Reddy’s ‘,’o’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Eormulation Unit-6

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

CEPTHO®HUKAT AHAJIU3A

www.drreddys.com

iProduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg_

TIponyxr: Keropon® xenpece (keroponak) Tabaerks, ARCHePrHpyeMble B II0JOCTH PT4, 10 Mr

Market / Peinok :Russia / Poccus

Batch No/ ] Batch Quantity / 3600000 tab /

Cepus Ne A O61em cepHH " 3600000 Tab

Analytical Repourt No / . 040002945554 Date of Analysis / . 27.05.2025

Anamuruieckuif oTuer Ne JaTta aHa/H3a

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

Jata npon3BoIcTBa Togen g0

Mfg. License No. / 5

ITpouzBoAcTBeHHAS : MNB/05/263 WA TRIoh L (Y o SN0 04669)=(ER-
Homep PY RU)

JHneHzHA Ne

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

[ No

e Test / [Toxa3aTess

Results / Pe3ynbTaThl

Page1of9/Crp. 1139
—

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasle niockne
TabneTkH ¢ dackoit, cBeTIIO-
XEJITOrO LIBeTa C TPaBHPOBKOH
«I» Ha OTHO# CTOPOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. / Kpyrnsie
mnockue TabneTkw ¢ dackod, cBETIO-
KENTOro LBETa C TPaBHPOBKOH «I» Ha
OJIHO¥ CTOpOHE.

2 Identification / MaenTnduxauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+# 2nm). / Y®-crexTpbl NIOLNOLLERHSA
HCNBLITYEMOrO pacTBopa H  pacTBopa
cTaHgapTHOTO  ofpaslla  KeToponaxa
TPOMETaMUHA IDOJDKHBI HMETH
MAKCHMYMBI NIpH OTHOH M TOH Xe AnuHe
BONTHEI (£ 2 HM).

Remarks: The Product conforms to ND/

IIpumeyanue: JIpooyKT COOTBETCTBYET TpeboBaHHAM HJT

Conclusion;: APPROVED /
Zaxmouenne: OJJOBPEHO

P;epared by / Checked by / Approved by: Manager/Executive /
Toarorornero: Shivani TTporepeno: Pardeep Kumar | Onobpeno: Menemxep / PykosoauTess
7 Amit Kumar |
) B il I.‘"\-K o
Reprint Date / Reprint Date / Reprint Date / '

Jara: 27.05.2025

Jara: 27.05.2025

JHara: 27.05.2025

Registered Uffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5UU034, lelangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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

CEPTUDPHUKAT AHAJIM3A

Tel : 421 98166 56001-02
www.drreddys.com

Market / Prisiok

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipogyxr: Keropoa® Sxenpece (keroponax) Tafnerku, mucneprupyembie B H0JI0CTH pTa, 10 mr

-Russia / Poccust

Batch No/ . Batch Quantity / ~ 3600000 tab /

Cepns Ne g IR, O6wem cepiu " 3600000 Tab
Analytical Repo:-t No/ - 040002945554 Date of Analysis / . 97.05.2025
Ananutuveckuii oTueT No Hata anagn3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
_Jara npou3BoacTEa Togen go

Mfg. License No. / ] .
IIpousBoacTBEHHAR : MNB/05/263 MA number: / 4 JIII-N2(004669)-(PT-
Homep PY RU)
nHuen3ns Ne

| Analysis performed according ND:

/ Anaans nposegen mo HJI: JIII-N2(004669)-(PT-RU)-190224

Page2of 9/Crp. 2139

Test / IlokazaTennb

| Results / PeaynbraThl

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 ynepXuBanus
OCHOBHOTO TIMKA Ha XpoMaTorpamMme
HCHBITYEMOTO pacTsopa HOJDKHO
COOTBETCTBOBATL BPEMEHU YICPKHUBAHUA
OCHOBHOIO IIHkA Ha XpoMaTorpaMme
pacTropa CTaHJApPTHOTO obpasua
KeToponaka  TpoMeTamuHa  (pa3zen

[ «KonMuecTBeHHOE OnpeeNIeHHEY).

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

Ilpumeuanne: IIpoayxr cooteercTRyYeT Tpebosarusm HJJ 3axawgenne: OJOBPEHO

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

[Toarorosneso: Shivani TIposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBomurens
;Sf)/ N{‘ Amit Kumar },\' A

Reprint Date / Reprint Date / Reprint Date / )

Hara: 27.05.2025 JHara: 27.05.2025 Hara: 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 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

@. :
Dr.Red dy,s ‘:. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 401 98166 56001-02

CEPTU®UKAT AHAJIA3A www.drreddys.com

'Product : Ketorol Express (ketorolac) Orallydﬁisintegrating Tablets 10 mg
Hpoaykr: Keropoa® 3xenpece (keToponak) rabaerxu, JHCHEprapyeMbie B NOJOCTH PTa, 10 mr

| Market / PoIHOK :Russia / Poccus
Batch No / . V2501033 Batch Quantity / 3600000 tab /
Cepus Ne ) ’ O6nem cepHH ' 3600000 a6
‘:‘"‘“yt'““' Report No / - 040002945554 . | DateofAmalysis/ . 55455095
HanurHnyecKkHi oryer Ne IlaTa ananusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npoH3BOACTBA Tomen ao
Mfg. License No. /
Ilpon3BoacTBEHHAR : MNB/05/263 MA number: / : JILL-Ne(004669)-(PT-
JAnmensna Ne Howmep PY RU)
| Analysis performed according ND: / Auaau3 nposesxen o HJI: JII-Ne(004669)-(PT-RU)-190224 :
Sy - B Page30f9/Cip.3 139
1;.:’ Test / [TokazaTenn Results / PesyabTaThl 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
uuinatvgiai vl Lutyllipdioayanisule
standard solution ("Butylhydroxyanisole
content" section). / Bpemena
YOEpKHBAHUA TTHKOB
2-6yTWIrHAPOKCHAHNM30/a 31
3-6yTWIrHAPOXCHAaHH30Ia Ha
XpOMaTOrpaMMe HCIBITYEMOro pacTeopa
IOJDKHBL  COOTBETCTBOBATE  BPEMEHaM
YIEPKUBAHHA [THKOB
2-6yTMNrHaApoKCHaHU30Ma "
3-6yTHIrHAPOKCHAHM30MA Ha
XpOMaTOrpaMMe pacTBOpa CTAHAApTHOTO
oBpazua SyTunruIpokcHaHu3ona (pasaen
«CopepxaHne
6YTHATHAPOKCHAHU3ONAY).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumMeyanwe: TIpOAYKT cOOTBETCTBYET Tpeboranusm HJT Zaxmovyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroenexo: Shivani , TIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoautens
%” | L' Amit Kumar , | o A™=
2 =l — N
Reprint Date / Reprint Date / _ Reprint Date / i
JHara: 27.05.2025 Jara: 27.05.2025 Jara: 27.05.2025

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: L85195AP1984PL.CO04507
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 : +21 98166 56001-02

CEPTHOHUKAT AHAJII3A

w&v.drreddys.com

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

Tpoaykr: Keropoa® Sxcnpecc (keTopoaak) Tabnerky, ANCNeprapyeMbic B NOJOCTH PT4, 10 Mmr o

Market / Poinox :Russia / Poccus |

Batch No / . Batch Quantity / _ 3600000 tab /

Cepusn Ne 5 V2SS O6beM cepHH * 3600000 Tab

Analytical Report No / . 040002945554 Date of Analysis/ . 27.05.2025

Ananuruyecknii oruer Ne ; Ilara aHaan3a .~

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

Jlata npon3BOACTBA - Topen go

Mfg. License No. / :

IIponsBoacTBeHHAN : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-
Homep PV RU)

aunenzas Ne

Analysis performed according ND: / Anaau3 nposegen no H/I: JII-Ne(004669)-(PT" -RU)-190224

Page40f9/Crp.4m39

O}lHOpOIlHOCTb macchl

NN:) Test / [loxaszaTens Results / PeaynbTatsl Specification / Hopma
3 Average weight / Cpennas 69.2 mg / 69.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca . Ot 67,2 Mr xo 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTReTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Gonee + 10 %;
2/20 Tabnetok — He Gosee £ 20 %.

4 Disintegration time /
Pacnapaemocthb

00 min 19 sec /00 mun 19 cex

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

5 Dissolution / PacTBopexHe Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
g CisH13sNO3C4H; 1 NO3 (ketorolac
Unit-2 / Taba-2 LI tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % Q) C15H13NO3+C4H 1 1NO;
: (keToponaka TPOMETaMHH) Yepes 15 MuH.
Unit4 / Tabn-4 97 %
Unit-5 / Ta6n-5 97 %
Unit-6 / Tabn-6 96 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TIpumeuanne: [Iponyxr cootsercTRYET TpebopaunaM HJ 3axmouenne: OJIOBPEHO

Jara: 27.05.2025

Hara: 27.05.2025

Hata: 27.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToRieHo: Shi\fan.'pb Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / PyKOBonmenE
/ (]" Q—‘L’_’ Amit Kumar .\' ~
i
Reprint Date / Reprint Date / Reprint Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLCOC4507
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
CEPTH®MKAT AHAT3A yu; drreddys.com

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

Tpoxyxr: Keropoa® Dxenpece (keToponak) TabaeTku, sucneprapyemsie B HOTOCTH id, 10 mr
Market / Poivok :Russia / Poccus

Batch No/ . Batch Quantity / _ 3600000 tab /
Cepns Ne G NPRIE O6bem cepHH ' 3600000 Tab
Analytical Repo‘}'t No/ . 040002945554 Date of Analysis / . 27.05.2025
AnanuTHuecknii oryer Ne Jara agann3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jlata npon3BoicTBa Tonen go :

Mfg. License No. /

IpousBojcTReHHAs : MNB/05/263 MA number: / : JIT-Ne(004669)-(PT -

Homep PY RU)

aunenzas Ne

| Analysis performed according ND: / Anann3 nposeaen mo HI: JHI—N&(004669)-(Pf:ﬁU)-I9022&

Page50f9/Crp.5mu3 9

Test / IToxa3zaTensb

Results / PesynnTaTht

+

Specification / Hopma

JlncnepcHocTh

6 Particle size distribution /

Complies / CoOTBETCTBYET

A uniform suspension passing through a 5
710 um sieve is formed. / O6pa3yeTca

OIHOpONHAA CYCHEH3WsA, TNPOXOMAlad
CKBO3b CHMTO C pa3MepoM OTBEpCTHit
710 MKM.

7 Impurities / Ipamecn

1-hydroxy analog of

Below LOQ (LOQ =0.032%) /

not more than 0.5 %:; / 11e Gonee 0,5 %,

CopepxaHue BObI

ketorolac: / Huxe npenena KOJWYECTBEHHOIO

l-ruapoKcHaHanor onpezeneHust (ITKO = 0.032 %)

KeToporaka

1-keto analog of ketorolac / 0.04% not more than 0.8 %:; / He 6oxee 0,8 %;

1-KeToaHaJIoT KeTOpOonaKa

unidentified impurity / 0.03% not more than 0.5 %;/ ue 6onee 0,5 %;

eIMHMYHAY

HeUAEeHTHOUITIPOBAHHAS

IPHMEChH

total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.

cymMMa pUMeceii J
8 Water content / 2.5% Mot moro than 7.0 96. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
Ipumeuanue: [Iponykt coorsercTByeT TpebGoBanusaM HJT

Conclusion: APPROVED /
Zaxaouenue: OJIOBPEHO

Prepared by /
Tlonrotoeseno: Shivani

—

b

Checked by /
TIposepeno: Pardeep Kumar

F e

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoanre
Amit Kumar A -

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hata: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banj'ara 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 Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
Tol : +91 28166 56001-02

CEPTUOUKAT AHAJIV3A

www.drreddss o

|fr—mlu ct : Ketorol Express (ketorolac) Orally DisFtegraiting Tablets 10 mg

Ipoaykr: Keropoa® Sxenpece (ketoponak) Tabrerks, Aucneprupyemeie B MOJOCTH P, 10 mr

Market / Peisiox :Russia / Poccus T

Batch No/ : Batch Quantity / ~ 3600000 tab /

Cepus Ne V2T O6beM cepHHE " 3600000 Tab6 |

Analytical Repo:’t No/ . 040002945554 Date of Analysis / . 27.05.2025

AnasmrHyeckuii order Ne JaTa ananuza

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

Jara npou3sBoacTBa T'ogen go

Mfg, License No. / . o

IIpousBoacTBeHHAsT : MNB/05/263 MA number: / : JIIL-N2(004669)(PT -
Homep PY RU)

gaumensus Ne —

Analysis performed according ND: / Ananns nposesien no HJI: JITI-Na( 004669):(PF-RU)-190224

_ Page60f9/Crp. 6139

i.oo Test / [ToxasaTes Il Results / PesyabTaThl Specification / Hopma
9 | Residual solvents / OcTaTo4HbIe OpraHHyecKHe PACTBOPHTEH
Isopropyl alcohol / 5 pgftab / Not more than 350 pgftab. /
H3zonpona”on 5 MKT B TabneTke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Muxpo6uonornyeckas Yucrora*

Total Aernhic, Micrahial
Count / 00LLEE YUCHO
a3po6HBIX MHKPO-
OpraHM3MOB

I ess than 10 CFl/g /
viegee 10 KOE/

not more than 10° CFU/g; /
He Guiee 107 KOE/1;

Total Combined Yeast and
mold count / oburee yucno
HOPOXKEBBIX U IIECHEBbIX
rpu6os

Less than 10 CFU/g /
Menee 16 KOE/r

not more than 10 CFU/g; /
He Gonee 102 KOE/T;

Escherichia Coli

Absent in 1 gram /
OtcyrcreyerB 1T

shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.

11 | Uniformity of dosage units /
OanopoaHOCTE
BO3UPOBAHHBIX EAMHHIT

5.0

Acceptance value (47) not more than
15.0 Moxkasarens npueMnemMocTtH (AV)
JoJbKeH OhITH He Goee 15,0.

Remarks: The Product conforms to ND/

IIpumeywanue: Iponykt cooreTcTBYeT TpeHoBaHuIM HJ{

Conclusion: APPROVED /
Sawmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Shivani Iposepeno: Pardeep Kumar | Onobpexo: Menemxkep / PykosoauTens
7 .' Amit Kumar Ao A
v N P i
Reprint Date / Reprint Date / Reprint Date / '
Hara: 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO0A507

www.drreddys.com




Qe
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJIN3A

Tei : +91 £3166 56601-02
www.drreddys._com

Product : f(etofbl_Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropon® Oxcnpece (keroponak) Tabseriu, iucneprapyemsie B nonocty pra, 10mr

Market / Puinok :Russia / Poccus LmTn oy

Batch No / ; Batch Quantity / _ 3600000 tab /

Cepus No 2 DU O6Bem cepni " 3600000 Ta6

:nalyncal Report No/ . 040002945554 Date of Analysis / . 27.05.2025
HAJHTHYECKAIi oTyeT No JaTa ananaun3a

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

JaTa npoH3BOACTBA e I'oaen po 3

Mfg. License No./

ITpon3BoACTBEHHAN : MNB/05/263 WALEL [ 3 EUEN(0R062)RG TS

Homep PY RU)
JIRneH3na Ne

Analysis performed according ND: / Ananus npope/ien

no HJI; JII-Ne(004669)-(PT-RU)-190224

~ Page70of9/Cip.Tuz 9

| No

N Test / Iloka3zaTean

Results / PesynbTaThl

Specification / Hopma

12 Assay / KonuyecTBeHHOE
onpeaeneHne

9.7 mg /9.7 Mr
(973 %)

From 90mg fo 11.0 mg of
C5H13NO3°C4H; (NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 1o
11,0 mr CsH13sNO;*CH 11 NO3
(xetoponaka Tpomeramun) (ot 90,0 mo
110,0 % OT 3asBNEHHOrO KOJHYECTBa) B
tabrerke.

13 Butylhydroxyanisole
content / CoaepxaHHe
GyTHIIrHAPOKCHANU30J1A

0.0944 mg/tab /
0.0944 Mr B TaGneTxe

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

14 | Package description /
OnMcanue 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. / Ilo 10 Tabnetox B
6nuctepe u3 ([NA/AJIID ¢
pnaronornoturenem/IISBIT)
donsru // (ITS/AJT) doneru. Ilo
2 6iucrepa BMECTe C JIMCTKOM-
BKITafBIIIEM B ayKy
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 Tabnerox B
6mucrepe U3 (MA/ATVTID c
pnaronornotureneM/AI2BII) domeru //
(I13/AJ) doneru. ITo 1 unu 2 6rncrepa
BMECTE ¢ JINCTKOM-BIJIAfBINIEM B MadyKy
KAPTOHHYIO.

Remarks; The Product conforms to ND/

ITpumeuanue: IIpoaykT cooTseTcTByeT Tpeboranusam HIT

Conclusion; APPROVED /
3akmovenne: OJOBPEHO

Prepared by /
Tlonrorosneno: Shivani

M

/

Checked by /
[TpoBepeno: Pardeep Kumar
f Amit Kumar

P

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauresn

&

el -
= prds

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hata: 27.05.2025

1

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP13984PLCO04507
www.drfeddys.com




PY Dr. Reddy's Laboratories Ltd.
S Formulation Unit-6
DI’. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +01 58166 56001-02
CEPTHUO®HKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg )
Mpoaykr: Keropoa® Jxenpecc (xeToposnax) Ta6neTKu, AHCIEPTHpYeMble B ITOJOCTH P14, 10 mr .
Market / Peinox :Russia / Poccus
Batch No/ b Batch Quantity / _ 3600000 tab /
Cepns N2 L O0nbem ceprH " 3600000 Tab |
Analytical Repourt No/ - 040002945554 Date of Analysis / . 27.05.2025
_ AnanuTHyecknii order Ne JlaTa anaau3a
Date of Manufacture / . 05/2025 ) Date of Expiry / . 04/2027
dara npousBoocTEa T'omen oo
Mfg. License No. / L .
IIponspoacTBeHHAR . MNB/05/263 Wl T G - JII-Na(004665)-(PT™-
Homep PY RU)
JHnen3na Ne , ot e |
| Analysis performed according ND: / Anaau3 nposexen mo HJI: JINI-Ne(004669)-(PT-RU)-190224 |

Page80of 9/Crtp.8m3 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 BLIMYCKe JIeKapCcTBEHHOro Npenapara KOHTPO.Ib Ka4ecTBa No MokasaTeio «VukpobHonornyeckas
YHCTOTa» OPOBOJUTCS AJIA KaxaoH 20-oi cepun, WTH AR OAHOMH CepHH B rojl, B 3aBHCHMOCTH OT TOr0, TO

HACTYINHT paHbLUIE.

| API name / Hanmenosanne ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMuH
INN/ MHH: Ketorolac / Keroponax
API manufacturer batch number / ABRH009903
Howmep cepHH NPOH3BOAHTEIIA ADC:
FP Manufacturer API Batch number /
Homep cepHH cyGcTAHIHH NPOH3BOXHTEIIA FESA00166
TJI®: L pug il = el - N
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoguTenns A®C, ecTrpana: . J-p Pennu'c Jlabopatopuc JIta., Huaus
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) /
HanMeHoBaHHe, a7pecC, THICH3HS IJIA -p Penan’c Jlaboparopue JIta., Uuaus, I1poH3BoncTBEHHOE
IponseoacrBennan niomanka / Ilnomanka nonpasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, ucTpukT
KOHTpO/IA KadecTa / Ilnomanka Beimycka Conan, X.I1.. 173205, Unaus (nuueHsns Homep MNB/05/263)

Declaration of certification: «I hercby certify that the above information is authentic and accurate. This batch of

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: IIpoaykr cootBercTByeT Tpebopanusam HIJ 3axnrouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Shivani I[Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosogn:renb
r Pl

A e’/ __hPJ___ Amit Kuma: Ig\ e
Reprint Date / Reprint Date / Reprint Date / -
Hara: 27.05.2025 Hara: 27.05.2025 Iara: 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 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

L X
Dr. Reddy's ‘:’ Vill. Khol, Nalagarh Road, Baddi,

5 . Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02

1 S R y _CEPTI/I(I)I/IICAT AHATIA3A . ireddys.com sy
|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ilpoayxr: Keropoa® Jkenpecc (keToponax) TabieTkH, AHCHEPIHpYeMBIC B MOJOCTH P4, 10 mr_ w B

Market / Peinox :Russia / Poccus g il
Batch No/ . V2501033 Batch Quantity / . 3600000 tab /

Cepusi N2 p ) 06bem cepuH " 3600000 Tab
Analytical Repo:‘t No/ . 040002945554 Date of Analysis/ . 27.05.2025
AHanuTHYecKHH oTyeT No | JlaTa anasnsa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
_Hara npon3soacTsa © | Topemnpo _ e |
Mifg. License No. / 1 o
Ilpon3BoAcTBeHHAS : MNB/05/263 e i : JIIT-Ne(004665)~(PI-

Homep PY RU)

JHnen3nA No b
 Analysis performed according ND: / Awasus nposenen mo HJI: JII-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».

3axaoueHne o cooTBeTcTBHH: «HacToSIMM s MOATBEPXAAI0, YTO MPUBEAEHHAs BbILIE MHQOpMANUs ABJIAETCA
JOCTOBEpHOM H TOYHOM. DTa Cepus NMPOAYKUHMH IPOU3BEJeHa (BKIIOYAs YNAKOBKY (MapKUPOBKY) M KOHTDOIb
KayecTBa) Ha BhHILCYKA3aHHOM IIPOM3BOACTBEHHOM IUIOINafKe (MJomMagkax) B IIOMHOM COOTBETCTBHMH C
TpebopanusmMu [IpaBui HayIeXxarelf IPOM3BOICTBEHHON IPakTHKH EBpasuiCKOro 3KOHOMHHECKOTO COr03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cerradps 2022) u TpeboBaHHAMH KOHTPOJIS Ka4eCTRA JICKApCTBEHHEIX CPEICTB,
a TAaKXK€ B COOTBETCTBHU CO CIENHGHKAUUSIMHE, COIEPKAIIMMHCA B PETHCTPAIIHOHHOM A0ChE CTPaHBI-UMIOPTEDA.
3aIKCH 10 IPOU3BOJICTBY, YIAKOBKE H aHATH3Y IPOBEPEHEL, H yCTAHOBJICHO HX COOTBETCTBHE TpeboBanmsaM [IpaBui
HaJUIeXxaneif Ipou3BOACTBEHHOM NPaKTHKH EBPasuicKOro 3KOHOMHYECKOTO COIO3a.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanne: Ypoaykr cootserctByeT TpebosaunsM HJT Baxnouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToproreenexo: Shivani [posepeno: Pardeep Kumar | Ono6pero: Menemkep / PyxoBonutens

T I = Amit Kumar e \_

~— J i

Reprint Date / Reprint Date / Reprint Date /
Hara: 27.05.2025 Hara: 27.05.2025 JNara: 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 49€0 2999, Email: mail@drreddys.com
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