Dr.Reddy’s ‘;‘

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

viil. Khol, ialagarh Road, Baddi,
CERTIFICATE OF ANALYSJS D't -0in fle /2 205 [
CEPTHOUKAT AHAJM3A = loosovii

vevave.direddys.com

Product : Ketorol Express (ketorolaaOrally D_isintegrating Tablets 10 mg
ITpoaykT: Keropos® Dxcnpece (KeToposiak) TabsIeTKH, JHCIIEprHpyeMble B MIOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne 3 V2501308 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002991115 Date of Analysis / . 09.07.2025

AHaanTHYecKHi oTyeT No Jdarta aHanunza

Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027

Jara npouzBoacTsa I'ogen no

Mfg. License No. / . .

IpoussoacTBenHast . MNB/05/263 M mumbers g IS (O0A062)S(EIE
Homep PY RU)

JuneH3us Ne

Analysis performed according ND: / Anayiu3 nposenen mo H/I: JII-Ne(004669)-(PT-RU)-190224

Page10f9/Crp.1m39

No . ;

N Test / IlokasaTenb Results / PesyasTaTh! 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. / Kpyrnsie
side. / Kpyrsele niockue ninockue TabneTku c dackoi, cBemo-
Tabnetky ¢ dackoi, ceeTio- JKEJITOro I[BETa C rpaBUpPOBKOH «!» Ha
KEJITOTO LIBETA C FPaBUPOBKOI OIHOI CTOpOHE.
«l» Ha ofHOM cTOpOHE.

2 Identification / Uneutuduxanus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / VY®-cnekTpbl MOTJIOLIEHUA
HCIIBITYEMOTO pacTBOpa M pacTsBopa
cTaHgapTHoro  obpasua  KeToponaka
TpOMeTaMHHa JOJKHBI UMETH
MaKCHMYMBbI [IpY OHOH M TOH ke JUTHHE
BOJIHBI (£ 2 HM).

Remarks: TheProduct conforms to ND/

IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Checked by /
Ilpoeepeno: P

Prepared by /
Iloarorosneno: Ramakant

B

ardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoauresns
Amit Kumar A

N——

Reprint Date /
Hara: 09.07.2025

Reprint Date /

Jara: 09.07.2025

Reprint Date / "

Hara: 09.07.2025

FLesistared Gifics: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Iricin
Tel: +91 40 4900 2900, Fax: 491 40 1200 2999, Email: mail@drreddys.com
CIM; L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s ‘;’

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

yiil. Khol, Naiagarh Road, Badd],
CERTIFICATE OF ANALYSIS lrj—is‘tt.'sﬁc;{!a(r‘w.:,‘ H;fi.,[ir/l?nziuz ' INDIA
CEPTUD®UKAT AHAJIN3A b2 A o 1 _'r_JLjsi'n: (;;Or;:u.h P

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

Tpoaykr: Keropoa® Jxcnpece (keTopoak) TabeTKH, AHCIEPrHpYeMbIe B T0J0CTH pTa, 10 Mr

Market / PuiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne j Y2S0Ri0s O61em cepun " 3600000 Tab

Analytical Repovrt No/ - 040002991115 Date of Analysis / . 09.07.2025

Ananurudyeckuii oryer Ne JlaTa aHaan3a

Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027

JaTra npoH3BOACTBA I'ogen oo

Mifg. License No. / . .

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

JHIeH3us Ne

| Analysis performed according ND: / Anaams nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page20of 9/Crp.2 u3 9

No
Ne

Test / [ToxazaTenn

Results / Pe3yanTaTsl

Specification / Hopma

Complies / CooTBEeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond (o that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems ynepXuBaHUs
OCHOBHOIO IMKa Ha XpOMaTorpamme
HCTIBITYEMOTO pactBopa JOJIKHO
COOTBETCTBOBATh BPEMEHHU YACPKHUBaHUA
OCHOBHOI0 TMHKa Ha XpOMaTorpaMme
pactBopa CTaHAapTHOTO obpasua
KETOpOnaka  TpoMeTaMMHa  (paszen
«KonuuecTBeHHOE OonpeaeieHNe»).

Remarks: The Product conforms to ND/
ITpumeuanye: Ipoaykt coorBeTcTBYET TpeboBanusM HJL

Conclusion: APPROVED /
3axmouenne; OJIOGPEHO

Prepared by /

IToarorosneHo: Ramakant

Quled

Checked by /

ITpoeepeno: Pardeep Kumar

~—

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens
Amit Kumar -

N

Reprint Date /
Hara: 09.07.2025

\

Reprint Date /
Hara: 09.07.2025

Reprint Date / J

Jara: 09.07.2025

emsiered Office: 8-2-337, Road No. 3, Banjars Hills, Hyderabad - 300034, Telangan

2, India

Tel: 291 40 4900 2900, Fax: 491 40 4300 2999, Email: maii@drreddys.com
CiM: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories Ltd,
Formulation Unit-6
il Khol, dMalagerh Road, Baddi,

CEPTUOPUKAT AHAJIM3A

skl
3205, iINDiA
(i1-07

e
{

v (i reddys.coim

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

Mpoaykr: Keropon™ Dkenpece (keTopoiak) TabjieTkn, AncneprEpyemMbie B N0J0CTH pra, 10 mr

Market / Pninok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne ¥ V220150 O0Bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002991115 Date of Analysis / - 09.07.2025

AHauTHyecKHii oryer Ne JlaTa aHa/iu3a

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JlaTa npoH3BOACTBA I'ogen g0

Mfg. License No. / . .

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

aumensust Ne

Analysis performed according ND:

/ Ananns nposeaen mo HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page30of9/Crp.3m39

No

No Test / [TokazaTesanb

Results / PesyabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudporxcuaruszon

Complies / CooTBETCTBYET

The retention times of 2-
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
yIOEepPKUBaHHS TMIUKOB
2-0yTUITHAPOKCHAHU301a U
3-6yTUNrUApOKCHaHN301Ia Ha

XpoMaTtorpaMme HCIBITYEMOI'O pacTBOpa

HOOJDKHBI  COOTBETCTBOBATH  BPEMEHAM
YIAEPXKUBaHUSA ITHKOB
2-6yTIIrMAPOKCHAHHU30MA u
3-6yTUNruApoKCHaHU30Ma Ha

XpoMaTtorpaMMe pacTBopa CTaHAAPTHOIO
o6pasua GyTuIrHApoKcHaHu3oa (pas3aen
«CopnepxaHue
OYTUNTUAPOKCHAHU30JIAR).

Remarks: The Product conforms to ND/
ITpumeuanue: [IponykT cooTBeTcTRYET TpeboBanuam HJI

3aka

Conclusion: APPROVED /

wuyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxarororneno: Ramakant IMposepeno: Pardeep Kumar | Omobpeno: Menemwkep / PykoBonutens
P Amit Kumar .
Reprint Date / Reprint Date / Reprint Date / '
Hata: 09.07.2025 JHara: 09.07.2025 Hara: 09.07.2025
Registared Offica: 8-2-337, Road Nc. 2, Banjara Hils, Hyderabad - 500034, Telangana India

Tel: 491 40 4200 2900, Fax: 481 -0 4200 29599, Email: mall@drredays.com

CiN: LR5195AP1984PLLC004507
www.drreddys.com




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Forrnulation Unit-6
iil. Khel, Najagerh Road, Baddi,

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

CEPTHO®UKAT AHAJHN3A

NI 1GA BROGT -7
fel': #3931 Be&ton STl -

wwvsdrreddys.com

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

IpoaykT: Keropoa® Dxenpece (keTopoiak) TaGaeTkH, AHCNEPrHpYyeMble B MOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne V2501308 O61em cepun " 3600000 Tab
Analytical Repog‘t No/ . 040002991115 Date of Analysis / . 09.07.2025
AHagurudeckuii oTuyet No Jlara aHaJamn3a
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

' JlaTa npoH3BOACTBA T'open o
Mfg. License No. / . .
ITponsBoAcTBEHHAs : MNB/05/263 gl nEmbery ;. JII-Ne(004669)-(PT-

Homep PY RU)

JHIeH3us No

Analysis performed according ND: / Anauns nposegen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page4of 9/ Crp. 4139

OJ.IHOPOHHOCTB Macchbl

I;‘g Test / ITokazaTenb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeansis 69.1 mg/69.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr po 72,8 mr (70,0 Mmr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

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

4 Disintegration time / 00 min 15 sec / 00 mun 15 cek Not more than 3 min. / He 6onee 3 MuH.
PacnapaemocTsb
5 Dissolution / PacTBopenne Unit-1/ Ta6bn-1 99 % Not less than 75% (Q) of
) CisH13NO3C4H | NO;3 (ketorolac
Saige Taon=g 99 % tromethamine) in 15 min. / He meHee
Unit-3 / Tabn-3 96 % 75 % Q) CisH3NO3+C4H 1 NO3
. (xeToponaka TpoMeTaMHUH) uepe3 15 MuH.
Unit 4 / TaGn 1 07 %
Unit-5 / Tabn-5 95 %
Unit-6 / Tabn-6 95 %

Remarks: The Product conforms to ND/
ITpumeuanue: [Tponykt coorBercTBYET Tpebopanusm H/J

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IToarorosinexno: Ramakant

e

Checked by /
[poeepeno: Pardeep Kumar

[ _

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoautesb
Amit Kumar A

N

Reprint Date /
Hata: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Reprint Date /
Hata: 09.07.2025

Registerad Qffica: 3-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telanguna, India

Tel: +91 40 4900 2900, Fax: +81 40 4900 2899, Email: mail
CIN: L85195AP1984PLLCO04507

www.drreddys.com

@drreddys.com




Dr.Reddy’s QT:‘

CERTIFICATE OF ANALYSIS "“t

Dr. Reddy's Laboratories Ltd.
Forrulation Unit-5
Vill. iKhol, Halagarh Rosd, Baddi,

Solan, HLF, 173 205, INDIA

CEPTHUOUKAT AHAJIM3A

el et G216k SES0T-02
3 LTI Z2OAUL SOV LT
I

wwdrredd

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keroposn® Jxenpecc (keTopoaak) Tagierky, AHCHeprupyeMble B M0J10cTH pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne a2l Oo0neM cepun © 3600000 Tab

Analytical Repovrt No/ - 040002991115 Date of Analysis / . 09.07.2025

AHanurnyeckuii oryet Ne JlaTa ananu3a

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jlara npon3BoacTBa T'ogen no

Mfg. License No. / . .

IIpon3BoACTBEHHAS . MNB/05/263 S numberg) g e NR(U RO (R
Homep PY RU)

JHIeH3HA Ne

Analysis performed according ND: / Anann3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 50f9/Crp.Sm3 9

§'00 Test / [lokazaTesnnb Results / Pe3ynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / OGpasyerca
AMHOPONMHAS  CYCHEHIUY,  1POXOIINASY
CKBO3b CHTO C pa3MepoM OTBepCTHH
710 Mxm.
7 Impurities / TIpumecn R
1-hydroxy analog of not more than 0.5 %; / He 6onee 0,5 %;
llcetorolac: / 0.0042 %
-THAPOKCHAHAJIOT
KeTopoJiaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ue 6onee 0,8 %;
1-keToaHAIOT KeTopoJIaKa
unidentified impurity / 0.02% not more than 0.5 %; / e 6onee 0,5 %,
equHUYHAs ’
HeuaeHTUHIUPOBaHHAS
NPUMCCH
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa npumecei
8 Water content / 23 % Not more than 7.0 %. /
CopaepxxaHue BOJbl He 6onee 7,0 %.

Remarks: The Product conforms to ND/
Ilpumeuanue: Ilponykr coorBercTBYeT Tpebopanusm HJ{

Conclusion; APPROVED /
3axniouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ramakant IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoaurensb
w Ublj . Amit Kumar A
Reprint Date / ' Reprint Date / Reprint Date /
Hara: 09.07.2025 Jlara: 09.07.2025 Jara: 09.07.2025
Registared Cfiica: S-2-357, Foad Ne. 3, Banjaic Hiils, Hyderabad - 500034, Telangana, India

Tel: 191 40 4200 2900, Fax: #8140 21900 2899, Emiail: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘;‘

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

B I U D
Vil Khol, Maimgam R

o

nad, Baadi,

73 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcnpece (keTopoyak) Ta6/1eTKH, AHCIEPrHpyeMble B 0J10¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / V2501308 Batch Quantity / , 3600000 tab /

Cepusn Ne O6Bem cepun 3600000 Ta6

Analytical Repo:‘t No/ . 040002991115 Date of Analysis / . 09.07.2025

AHanuTHdeckni oryer No JlaTa anajgu3a

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jara npoH3BOACTBA I'ogen go

Mifg. License No./ . o

IIponzBoacTBennan : MNB/05/263 A number:y i SN (OUES00) S
Howmep PY RU)

JHUeH3nda Ne

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

Page 6 0of 9/ Crp. 6 M3 9

§.00 Test / TokazaTean Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHu4ecKHe pacCTBOPHTEH

Tsopropyl alenhal /
W3onpornanon

16 pgltah /
16 MKr B TabneTke

Not mare than 350 pg/tah. /
He bosiee 35U MKr B TabJieTKe.

10 | Microbiological purity*/ Mukpo6uosornueckasi uucrora*

OpHopoaHOCTb

AO3UPOBAHHLIX €AUHUILL

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / obwee 4ucio He 6onee 10° KOE/T;
a3pOOHBIX MUKDO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o61Liee YHCIO He Gojee 10 KOE/r;
IPO3OKEBBIX U MIECHEBBIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / 8.8 Acceptance value (4V) not more than

15.0 Tlokazatens npuemnemoctu (A V)
IoJDKeH ObITh He Ooee 15,0.

Remarks: The Product conforms to ND/
ITpnmedanue: IIponykr coorBercTByet Tpeboranusam HJI

Conclusion: APPROVED /
3akmrouenne: OJJOGPEHO

Prepared by /
IMToarorosneno: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoautess
Amit Kumar A \

.r'l -
L

P

@l
Reprint Date / '
Hara: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Reaistzred Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 504034, Telangana, India

Tel: +51 40 4900 2900, Fax: 491 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘;3

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-5
Wil Khoi, ialagarh Road, Baddi,

CEPTUPUKAT AHAJIU3A

Distt. Solan, H.P., 173 205, iNDIA
T I

P2l g

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopoa® Jxcnpece (keropoJak) Taberku, Aucneprupyembie B NOJ0CTH pra, 10 Mr

Market / Prinok

‘Russia / Poccus

Batch No / y Batch Quantity / 3600000 tab /

Cepus Ne Pl O06bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002991115 Date of Analysis / . 09.07.2025

AHaJIHTH9ecKHi oTyeT No JlaTa anHaanza

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTta npoH3BoacTBa T'omen g0

Mfg. License No. / . o

IIpousBoacTBeHHAS : MNB/05/263 A numbers g TUEOR(V0EES0)SERT=
Homep PY RU)

JHnensus Ne

Analysis performed according ND: / Anaan3s nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 7 0f 9/ Crp. 7u3 9

1;.00 Test / IlokazaTenns Results / PesybTaThl Specification / Hopma
12 Assay / KonnuyecTBeHHOE 9.8 mg/9.8 Mr From 9.0mg to 11.0 mg of
onpenesieHHe (98.1 %) CisH13NO3C4sH 1 1NO; (ketorolac

tromeihamine) (rom 90.0 (v 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 1o
1 1,0 MI C15H13N03'C4H1 1NO3
(ketoponaka TpometamMuH) (oT 90,0 no
110,0 % or 3asgBJICHHOrO KOJIMYECTBA) B
TabneTke.

content /

13 Butylhydroxyanisole
CoaepkaHue
OyTUNrUAPOKCHAHN30J12

0.0923 mg/tab /
0.0923 mr B TabneTke

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

14 Package description / 10
Onncanye ynakoBkmn

tablets in a blister

(PA/AL/PE with

of | 10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetox B
onucrepe w3 (I[TA/AJ/TID ¢
Bharonornoturenem/I15BII)
dombru // (II3/AJ]) doneru. Ilo
2 Gnuctepa BMECTE C JTUCTKOM-
BKJTAIBILLIEM B nayky
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / I[lo 10 TabineTok B
6nmcrepe u3 (TTA/AJI/TID c
srnaronornotutenem/[12BIT)  doneru //
(I12/AJT) donbru. Ho 1 unu 2 6naucrepa
BMECTE ¢ JHUCTKOM-BKJIAAbIIIEM B MauKy
KapTOHHYO.

Remarks: The Product conforms to ND/
[Tpumeuanue: Ilponykr coorBercTBYeET TpeboBanuaM HJI

Conclusion: APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
IMToaroroeneno: Ramakant

Checked by /
ITporepeno: Pardeep Kumar
Amit

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

Kumar

A
s

Bl
Reprint Date /

JHara: 09.07.2025

Reprint Date /

JHata: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Reaistered Offica: 8-2-357
Tol: 491 40 4800 2900, Fax: +91 40 4200 2989, Email: mail@drreddys.com

e
P

CIN: L85195AP1984PLC004507
www.drreddys.com

7, Road Ne. 3, Banjara Hills, Hyderabad - 506034, Telangana, india




@ . Dr. Reddy's Laboratories Ltd.
DI’. Red dY’S ... Formulation Unit-6
: Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

CERTIFICATE OF ANALYSIS e - =
Tel:+91 $81G€ 56001-02

CEPTUD®UKAT AHAJIM3A

o o= — rw.drreddys.com -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dxcnpece (keToposax) TabaeTKH, AHCIEPrUpyeMble B M0J10¢TH pra, 10 mr
Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / . 3600000 tab /
Cepnsn Ne V2501308 O0BeM cepun " 3600000 Tab
Analytical Repo:'t No/ - 040002991115 Date of Analysis / . 09.07.2025
AHayiMTHYECKHI 0THeT No JaTta ananausa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTta npoH3BOACTBA I'onen xo
Mfg. License No. / . .
IIpouspoacTBeHHas : MNB/05/263 MAnumber/ , GHIEN(DG6)S(ETS
Homep PY RU)
JNuieH3HsA No
Analysis performed according ND: / Ananu3s nposeren o HJI: JITI-Ne(004669)-(PI-RU)-190224

Page 8 of 9/ CTp. 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.

* [Ipu BBINYCKe JIeKAPCTBEHHOI0 NPeNnapaTa KOHTPOJIb KauecTBa N0 nokasateato « Mukpobuonoruyeckas
YHCTOTA» NPOBOAMTCS ISl Kaxoii 20-o0# cepum, nnu 1715 0AHOI CEpUH B rod, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYIIUT paHbLUe.

API name / Haumenosanne A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/ MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABSH001108, ABSH001207

Howmep cepun npouspogutens APC:

FP Manufacturer API Batch number /

Homep cepun cyGCTAHIIMH NPOU3BOAHTES FESA00215, FESA00168

T'J1®:

API Manufactured by & country / Dr. Reddy's Laboratories 1.td., India /
IIpouszsoaurens ADC, cTpana: J-p Pennu'c JIaboparopuc Jlta., Uunus

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) /

Haumenosanne, agpec, JIMNEH3Us I U-p l'ennu’c Jlaboparopuc JITa., Muaus, 11pou3BoacTBEHHOC
TMponseoacTBenHasn miomanka / Ilinomaaxa nonipasaenenue-6, Buin. Kxons, Hanarapx Poyn, bagnu, Jluctpukt
KoHTpOoA KayecTBa / Ilnomanka BeITyCKa Comnan, X.I1., 173205, Uaaus (nuuensus 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 /

[Tpumeyanue: IIponykt cootseTcTBYeT Tpebosanuam HJI 3akaouenune: OJJOBPEHO

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

IToarorosneHo: Ra@akam ITposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pyxouom\irenb
,4_{‘ np c—f/"’ Amit Kumar K

Reprint Date / Reprint Date / Reprint Date /

MHara: 09.07.2025 Jara: 09.07.2025 Jara: 09.07.2025

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
Dr. Reddy s ‘,‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
Cg%;’;‘ggﬁ(ﬁgiﬁiﬁgfs Tei : +21 98166 56001-02

www.drreddys.com

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

IIpoaykr: Keropoa® Jkcnpecc (keroposax) Ta61eTKH, AMCHEPrHpYeMble B OJIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / i Batch Quantity / 3600000 tab /
Cepnsa Ne 112501308 O0neM cepnr " 3600000 Tab
Analytical Report No / . 040002991115 Date of Analysis/ . 09.07.2025
AHanuTHYecKHi# oTueT Ne JlaTa aHaau3a
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
JaTa npoH3BOACTBA I'onen o
Mfg. License No. / . .
IlponsBoacTBenHas : MNB/05/263 M mumber:/ g JHIERE (00260 (TR

Homep PY RU)

JAUIeH3nA Ne
Analysis performed according ND: / Anaaus nposeaen no HJI: JIII-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».

3akai04ende 0 cooTBeTcTBHH: «HacToAIIUM s MOATBEPIKAAI0, UTO MPUBEACHHAs BBIE MHOOPMAIUS SABIAETCI
JOCTOBEPHON M TOYHOM. JTa Cepus MPOJAYKUMHM HpOH3BeleHa (BKIIOYAs YNAKOBKY (MapKHPOBKY) U KOHTDOJb
Ka4yecTBa) Ha BBIIIEYKa3aHHOW TNPOM3BOJICTBEHHON IUIOIMAAKE (IUIOIAAKax) B IIOJNHOM COOTBETCTBHH C
TpeboBanusamu [IpaBui Hajiexallei TPOU3BOACTBEHHOM NPAaKTHKA EBpasuiickoro 5KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeboBaHUAMHI KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHEIX CPELICTB,
a Tax)KE B COOTBETCTBHH CO CIEIHPUKANUSIMHU, COAEPKAIIUMHUCS B PETHCTPALIMOHHOM J0ChE CTPaHBI-UMITOpTEpa.
3amKcH 1Mo IPOM3BOACTBY, YIIAKOBKE M AHAIK3Y IPOBEPEHEI, H yCTaHOBIEHO HX COOTBETCTBHE TpeboBanuam [IpaBun
HaJJIeXxarne IpoOru3BOJICTBEHHON MPAaKTUKU EBpazuiickoro 3K0OHOMHYECKOI'O COI03ay.

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

ITpumeuanue: [Iponykr coorBercTByeT TpebopanusM HJI 3axmouenune: OJOBPEHO

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

[Toarorosneno: Ramakant ITposepeno: Pardeep Kumar | Omo6peHo: Menemxep / Pyxogenmenb
M/‘ QJ—’:’ Amit Kumar f'\ =

Reprint Date / I' Reprint Date / Reprint Date /

Jata: 09.07.2025 Jara: 09.07.2025 Jarta: 09.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com




