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CERTIFICATE OF ANALYSIS

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

vill. Khol, Malagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
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[Product : Ketorol Express (ketorolac) 0}£ll_y Disintegrating Tablets 10 mg

Hpoaykr: Keropon® Jkenpece (Keropoaak) rabaerks, Aucnepripyembie B NOJOCTH PTa, 10 mr iy

Market / Poiiox :Russia / Poccus SETT S
Batch No / Batch Quantity / 3600000 tab /

. ') -
Cepusn Ne HNESQ0TEA O6Bem cepu * 3600000 Tab
Analytical Report No/ . 040002909741 Date of Analysis / . 29.04.2025
Ananguriyeckuii oTer Ne Jara ananusza
Date of Manufacture / - 04/2025 I}ate of Expiry / . 03/2027
Jara mpouspogcrsa I'ogen no
Mifg. License No. / 3
IIponsBocTBENHAR : MNB/05/263 NHIA nur;;er. 4 : gH—Ne(004669)-(PI N
aunensus Ne omep v

Analysis performed according ND:

/ Anasaus nposegen no HII: JITI-N2(004669)-(PT-RU)-190224

Page1of9/Crp.1m39

No
Ne

Test / ITokaszaTenb

Results / PesyasTaThi

Specification / Hopma

1 Description / Onucanune

side. / Kpyrnsie miockve
TabneTky ¢ Hackoit, CBETIIO-
HKENTOro 1BETAa C FPABUPOBKOH
«l» Ha OAHOH CTOPOHE.

Light yellow round flat beveled
tablets with "|" debossed on one

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyraste
nnockue TabieTku ¢ dacko#t, ceeTio-
KENTOrO UBETA C TPaBUpOBKOH «l» Ha
oHOM cTOpOHE.

2 Identification / HaenTnduxanus

Ketoroluc / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-CrekTIpel MNOTIOMIEHUS
HCIIBITYEMOI'O DacTBoOpa M  pacTBOpa
crasfapTHoro  ofpasua  keTopoJnaka
TpOMeTaMHHA TIOKHBI HMETh
MaKCUMyMBI NPH OXHOR W TOH Xe WinKe
ROTHI (F 2 1IM),

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr coorsercTayer Tpebobanuam HJ

Conclusion : APPROVED /
Saxmouenne: OQJJOBPEHO

Prepared by /
Tloarotosneno: Ramakant

Checked by /
ITposepeno; Pardeep Kumar

Approved by: Managet/Executive /
Onobpeno: Menemxep / Pykosonuterns

Amit Kumar (-

A

Bed

Reprint Date / -
JHara: 29.04.2025

Reprint Date /
Hara: 29.04.2025

Reprint Date/ |
Hata: 29.04.2025

Registered 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@drraddys.com

CIN: L8S195AP1984PLCD04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6 )
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJM3A

Tel : +61 23165 56001 -0

wiww. drreddyve.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpogyx'r: KeTupo.rl"-’* Fxenpece (keTopoaak) TabIeTKH, INCIEPrUpyerbie B HOJA0CTH P4, 10 mr

Market / Poinox

:Russia / Poccns

Batch No / . Batch Quantity /. 3600000 tab /
Cepus Ne e WY O6Bem cepun © 3600000 Tab |
Analytical Repovrt No/ . 040002909741 Date of Analysis / . 20.04.2025
AHaauTHyeckHii oruer Ne Jlara anaanza ]
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npon3soacTBa I'onen 1o .
Mfg. License No. / . .
ITpon3eoAcTBEHHAR : MNB/05/263 MA number: / : QIR CUISSOSELS

] Homep PY RU)
JHiensas Na

Analysis performed according ND: / Ananns nposejen no HJU: JII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 u3 9

No

N Test/ IMoxkazaTennb

Results / Pe3ynnLTaTht

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). / Bpemsa ynepxuBaHus
OCHOBHOTO [HKa Ha XpoMaTorpamme
UCOBITYEMOrO pactBopa HOIDKHO
COOTBETCTBOBATH, BPEMEHH YAEPIXKNBAHHS
OCHOBHOI'O IIMKA HA XpOMAarorpamme
pacTeopa CTaHAApPTHOIO obpasna
KeToposiaka  TpoMmeTaMuHa  (pasmen
«KonuuecTBeHHOE ONPENEIICHAE).

Remarks : The Product conforms to ND/

TTpumeuanne: [Tpoaykt cooreeTcTyeT TpebopanuaM HI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[Toarotoenewo: Ramakant Iponepeno: Pardeep Kumar | Opo6peno: Menemxkep / Pykosonurens
m Amlt Kuiniar L
/ g Q.L-’:" [\'/ P
Reprint Date / Reprint Date / Reprint Date/ ¥
Hara: 29.04.2025 Hara: 29.04.2025 Hara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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

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

CEPTH®UKAT AHAJM3A

Tel : +91 98165 56001-02

www. drreddys.coin

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
__[[Eum'rrr:_lf_cg)_pon‘” Brenpece (keTopoaak) Tabaerkn, AucneprupyeMsie B NOJ0CTH pia, 10 mr

Market / Prinox :Russia / Poccus

Batch No / y Batch Quantity / 3600000 tab /

Cepus Ne . V2500784 O6bem cepai 3600000 tab

Amalytical Repo:’t No/ . 040002909741 Date of Analysis / . 20.04.2025

AHanuTHYEeCKHIT 0THeT Ne ) Jara anannsa

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

JlaTa nponspoacTsa T'ogen a0

Mfg. License No. /

ITpoussoacTBeHHAS : MNB/05/263 MA number: / : JIL-Ne(004669)~(PT~
Homep PY RU)

JTHUEeH3Hs Ne

Analysis performed according ND: / Anaan3 nposeacs no H/L: JII-No(004669)-(PT-RU)-190224

Page3of9/Cip.3m3 9

i{’ Test / [TokazaTen Results / Pe3yJibTaTs! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudporcuanuson 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
YOEPXXUBaHUS IHKOB
2-6yTHITHAPOKCHAHW30NA u
3-0yTWITHOPOKCHAaHU30NA Ha

XpOMAaTOrpaMMe HMCIBITYEMQIO pacTBOpa
OOJDKHBI  COOTBETCTBOBATL BpEeMEHAM

YAEpXUBAaHHA TTHKOB
2-6yTRATHAPOKCHAHU30Na u
3-6yTUNTMAPOKCHAHN30NA Ha

| XpoMaTorpamMMe pacTBOpa CTaHZapTHOIO
o06pa3ua 6y THATHAPOKCHAHN30IA (pasaen
«CopepxaHHe
GyTHIrH APOKCUAHH3OINAY).

Remarks : The Product conforms to ND/
TIpumeuanwue: [Tpopykr cooTsereTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO

Prepared by /

IToaroroeneHo: Ramakant

Checked by /
Hposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemkep / Pykosoaureib

Aumit Kuwnar i
N— -

Reprint Date /

Hara: 29.04.2025

Reprint Date /
Jara: 29.04.2025

Reprint Date / |
Hara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOD4507

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

CEPTUOHKAT AHAJIN3A
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Product : cht_oH)l_F:ipress (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Dxenpece (keroponak) TabieTky, AncHeprpyessie B noaoctn pra, 10 mr e

Market / Prisok :Russia / Poccus

Batch No / ! Batch Quantity / ~ 3600000 tab /

Cepus Ne 1V2300754 O6nem cepui * 3600000 Tab

Analytical Repo_rt No/ ‘ - 040002909741 Date of Analysis / . 29.04.2025

ABsannTusecknii oTuer Ne Jlara anaansa

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

JaTa npon3iBoACTBA onen 10

Mfg. License No. / a7

IlpousBogcTBERHAS : MNB/05/263 MA number: / : JIII-Na(004669)-(PL-
Homep PY RU)

auuensnsa Ne

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

Page4of 9/Crp. 4139

Results / Pesyaprathl

Specification / Hopma

|

69.5 mg / 69.5 Mr

Complies / CooTBeTCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr o 72,8 Mr (70,0 mr £ 4,0 %).

18/20 tablets - not more than = 10 %;
2/20 tablets - not more than = 20 %. /
18/20 Tabnetok — He Gonec + 10 %;
2/20 Tabnerok — He donee £ 20 %.

AE Test / [TokazaTcsas
No
3 Average weight / Cpenuss
mMacca
Uniformity of weight /
OAHOPOAHOCTHL MACCHI
4 Disintegration time /

PacnaaaemMocTb

00 min 14 sec / 00 mun 14 cex

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

5 Dissolution / PacTrsopennc Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. C15sH13NO3*C4H 1 NO; (ketorolac
2 TS 101 % tromethamine) in 15 min. / He meunee
Unit-3 / Tabn-3 100% | 75% Q) CisHi3NO»CsHNOs
. (keToposiaka TpOMeTaMHH) Hepe3 15 MUH.
Unit-4 / TaGn4 100 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
Baxmaouenne: OJOBPEHO

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

INoaroTorseHo: Ram Iposepeno: Pardeep Kumar | Onobpero: Menemkep / PykoBoruTesTh
_ Amit Kumar L

Reprint Date / Reprint Date / E Reprint Date/ |

Hara; 29.04.2025 Iara: 29.04.2025 Jara: 29.04.2025

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: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.F., 173 205, INDIA

CEPTHO®HKAT AHAJTA3A

Tel - +51 Qoma 56001-62

wiw (riegdys. coim

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Iponayxr: Keropoii® Ikcnpece (keTopoJax) TaleTkH, Aucnepriapyemble B M0JIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / . 3600000 tab /

Cepun Ne =l OGLem cepun " 3600000 126

Analytical Repoft No/ ) - 040002909741 Date of Analysis / . 20.04.2025

AHAIHTHASCKHH 0THeT No Jara aHaJH3a

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

JaTa npos3BoacTBa T'onen xo

Mfg. License No. / i .

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

JHucusns Ne

Analysis performed according ND: / Ananns npoaen,en no HII: JII-Ne(004669)-(PT-RU)-190224

—

Page Sof 9/Crp.5Suz 9

1;3 Test / TlokasaTeasb Results / Pe3yanratit Specification / Hopma |
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
JArcnepcHOCTb 710 um sieve is formed. / OBpasyetcs

OAHOpOMHAs CYCIEH3HA, IIpoXo/aluasn
CKBO3b CHTO ¢ pa3MepoM OTBEPCTHH
710 MKM.

7 Impurities / TIpameck

1-hydroxy analog of
ketorolac: /
1-ruapokcyaHanor

Below LOQ (LOQ = 0.0032 %)
/ Huxe nipegena
KOJIYECTBEHHOTO OTpeleNeHHA

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

CopaepkaHHe BOAL!

KeTopoJsiaKa (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.03% niot more than 0.8 %,; / He 6onee 0,8 %,;
1-xeToaHANMOT KeTOPONaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %,;
eIMHIYHAs el
MenacHTHO UHPOBUIIHIA
TIpUMECH
total impurities / 0.0487% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa npuMece

8 Water content / 23% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/

Tpumeuanue: ITponykT cooTeeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Jaxmoyenne: OJJOGPEHO

Prepared by /
Ioarorosnedo: Ramakant

o2

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautens
Amit Kiumar L

j\\'/ -

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Jata: 29.04.2025

Reprint Date/ |
Iata: 29.04.2025

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: L85195AP1984PLCO04507

www.drfeddys.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

CEPTUPHUKAT AHAJIM3A

fel : +91 95165 55001-02

ws flrrpeldys coom

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Jkcnpece (KeTopoaak) Tal/ierky, AHCTIEPI#pyEMbie B IOJOCTH PTA, 10 mr

Jmnensus Ne

Market / Poiniok :Russia / Poceus _ B
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepns No Nl O6nem cepii * 3600000 Tab
Analytical Repo“rt No / : 040002909741 Date of Analysis / . 29.04.2025
AnagnTndeckuii oryer No Jara ananmia
Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2027
JlaTa npon3BOACTBA Iojen j1o
Mfg. License No. / :

. . MA number: /  JITI-Ne(004669)-(PT -
IMponssoacTBeHHAS : MNB/05/263 Howep PY " RU)

Analysis performed according ND: / Ananus nposeaen mo H/L: JIT-Ne(004669)-(PI'-RU)-190224

Page 60f9/Crp. 6 n39

i: Test / [ToxasaTens Results / Pe3yanTatsi Specification / Hopma
9 Residual solvents / OcTaToufblec OpraHuMeCcKHe pacTBOPHTEIH
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. / ]
H3onponanon 10 MKkr B TabneTke He 6onee 350 mkr B TabneTke.
10 | Microbiological purity*/ Mukpo6uonorudyeckas 4ucroTa™
Total Aerobic Microbial not more than 10° CFU/g; /
Count / of1uee yucno NA e 6onee 10° KOE/T;
a3poBHBIX MUKPO-
OpTaHU3MOB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / oGuiee yucno NA He Gonee 10° ICOE/T;
IPOAIKEBBIX U ILIECHEBBIX 1 ;
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
‘ OTCYTCTBME B | T.
11 | Uniformity of dosage units / 2.7 Acceptance value (4¥) not more than
OAHOPOIHOCTH 15.0 Tlokasarens npuemuemocTi (A7)
HJO3HPOBAHHBIX e HHHIL aomxeH OrTE He Gonee 15,0.

Remarks : The Product conforms to ND/
[Ipumeuanne: [TponykT cooteeTcTByeT TpeboBaruam HJT

Counclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

INonroroesneno: Ramakant
A

[Iposepero: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxiep / PykoBonutenb
Amit Kumar L

l/ \' —

Reprint Date /

JHara: 29.04.2025

Reprint Date /.
Jlata: 29.04.2025

Reprint Date/ '
Jarta: 29.04.2025

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

Tel: +91 40.1900 29060, Fax: +91 40 4200 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCODA507
www.drreddys.com



Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ifpoxykr: Keropoa” Ixenpece (keropoiak) Tabjierks, ARCHEPIHPYEMbIe B NOMOCTH PTa, 10 Mr

Market / PoiHOK : Russia / Poccus 5 o

Batch No / . Batch Quantity / ~ 3600000 tab / 1

Cepus Ne YL O6neM cepui " 3600000 Ta6

Analytical Repourt No/ . 040002909741 Date of Analysis / . 29.04.2025

Anannraaeckiii oryetr Ne JaTra anann3a

Datle of Manufacture / - 04/2025 l?al'e of Expiry / . 03/2027

JlaTa npon3iBoicTRA INoaen g0

Mfg, License No. /

I pouszeoacTBeHHAs - MNB/05/263 MA number: / 2 JITE-Ne(004669)-(PT-
Homep PY RU)

aunensns Ne

Analysis performed according ND: / Ananns nposejen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

~_ Page70f9/Crp.7u39

1}00 Test / [TokazaTent Results / PeaynbTaTsl Specification / Hopma
12 Assay / KonnuecTBenHoe 9.9 mg/9.9mr From 9.0 mg to 11.0 mg
onpeaceHne (99.1 %) C15sH13NO;3C4H 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Or 9,0 Mr fo
11,0 Mr C]anNO]'CaHuNO;;
(ketoponaka rtpomeTamus) (oT 90,0 a0
110,0 % OT 3asBIEHHOr0 KONHYECTBA) B
TabneTKe.

0.0921 mg/tab /
0.0921 mr B TabneTke

13 Butylhydroxyanisole
content / Copepxanne
GyTHArNAPOKCHAHH3O0NA

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

14 | Package description / 10 tablets in a blister

NNueaINe YNAaRNRKH . (PA/AT/PE

with

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

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / ITo 10 Tabnerox B
oiucrepe w3 (IMA/AJIIID ¢
miaronornotureneM/II13BIT)
donsru // (1IS/AJ1) donern. Ilo
2 bincTepa BMECTE € JIMCTKOM-
BKNAIblIIEM B nayxy
KapTOHHY1O.

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 TabncTOk B
6nucrepe a3 (TIA/ATITTD c
prnaronorrotuTenem/[I3BIT}  donbru //
(I19/AN) ¢oneru. Ilo 1 win 2 Gnycrepa
BMECTE € JIMCTKOM-BKJIANBIIIEM B Ta4Ky
KapTOHAYIO.

Remarks : The Product conforms to ND/
Tpumeyanne: [TpoaykT coorsercreyet Tpebopatuam HII

Conclusion : APPROVED /
3axmouenne: OMOBPEHO

Prepared by / Checked by /
INoarorosneso: Ramakant Ipoeepeno: Pardeep Kumar

wd

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonure/ib
Amit Kumar LA

gl

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Hara: 29.04.2025

Reprint Date / o

Jara: 29.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol: +91 40 1900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L§5195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd

@
K @ Formulation Unit-6
Dr' Reddy S Q.‘ Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt. Solan, H.P., 173 205, INDIA
CEPTHO®HKAT AHAJIH3A  foi: +919516556001-02

worragioiys com

WY

Product ; Ketorol Express (ketorolac) Orally Disﬁtégrating Tablets 10 mg ]
IlpoayxT: Ketopoa® Jxenpece (keroponak) TabaeTky, AHCHepIupyeMbIie B OT0CTH PTa, 10 mr o P |
Market / PpiHOK :Russia / Poccus
Batch No / _ Batch Quantity / _ 3600000 tab /
Cepusi No AR O6neM cepun " 3600000 Tab
Analytlcal Report No / . 040002909741 Date of Analysis / . 29.04.2025
| AnajaTH=ecKkuii oTyeT No JlaTa anannsa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npon3BoACTBA Tonen 10
Mifg. License No. / - .
TIponsBoacTBeHHAs : MNB/05/263 : MA number: / : JITL-N(004669)-(PT-
Homep PY RU)
Jauuenzus Ne
| Analysis performed according ND: / Anaans nposesen no HJL: JITT-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 n3 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.
* [lpu BbINYCKE JEKAPCTBEHHOTO NIpenapaTa KOHTPOJIb Ka4ecTBa M0 NOKa3aTelo «MurpoGuoaornyeckas

YHCTOTA» NPOBOAHTCA A1 Kaxaoii 20-0ii cepun, HiTH A 0IHOI CEPHH B rojl, B 3ABHCHMOCTH OT TOTO, TO
HACTYNHT paHbile.

API name / HaumenoBanue ADC: Ketorolac tromethamine / Keropolsiaki TpoMeTaMili
INN/MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRH009745

Homep cepuit npon3sogntTens ADC:

FP Manufacturer API Batch number /

Homep cepHH cyGCcTaHUMH NPOH3BOIHTENS FESA00032

rJId:

AFPI Manufactured by & country / Dr. Reddy's Labuialoties Ltd., ludia /

I ponssogurens APC, crpana: I-p Penan'c JlaGoparopuc JITa., Hugus

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)/

HaumeHoBanHe, aJpec, JHUEH3HA JJA J-p Pennu’c Jlaboparopuc Jita., Unnus, IIpon3BoaCTBEHHOE
HpouzsoacreenHas niuomaaka / Ilnomanka noapasaenenye-6, Buin. Kxons, Hanarapx Poya, bannm, JIncTpukT
KoHTpo.A KauecTsa / Ilomaika BhINYCKA Conan, X.I1., 173205, Uuaus (nmuenzus Homep MNB/05/263)

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

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

Ipumeuanue: Ilponykt cooteercrayer Tpebopanmam HIL ° Sakawuenne: QJJOBPEHO

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

TTonroroeneno: Ramakant ITposepeHo: Pardeep Kumar | Onobpetno: Menemiep / PykoBoauTeN b
; £ Amit Kumar -

Reprint Date / Reprint Date / Reprint Date / ¥

Hata: 29.04.2025 Jata: 29.04.2025 TMata: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, TJelangana, India
Tel: +61 40 4900 2900, Fax: +21 40 4200 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




‘..’ Dr. Reddy's Laboratories Ltd
y P - | .

Formulation Unit-6
Dl’. Reddy 2 ® ' Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUHOHKAT AHAJIH3A Tei : +91 33165 55001-02

v elireddys.conm

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

Hpoayxr: Keropon® Dxenpece (keToponak) 1ab/icTkin, iHcueprinpyespie B NOJ0CTH pTa, omr
Market / Poinox :Russia / Poccus
Batch No / L Batch Quantity / ~ 3600000 tab /
Cepns Ne R Ob6bem cepin " 3600000 Tab
Analytical Report No / . 040002909741 Date of Analysis / . 29.04.2025
Asannrndecknii oTaer Ne JlaTa anaan3a
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jara npon3soacTea Toxen o )
Mfg. License No. / ¢ o T
IIpoussomcTBeHHas : MNB/05/263 MA number: / : JITI-Na(004669)-(PI

Homep PY RU)

nunenzng Ne
Analysis performed according ND: / Ananus nposesen no HJL: JI-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».

JaK/IodenHe 0 COOTBETCTBHH: «HacTosIuM S MOXTBEPKAAIO, YTO INPUBEAEHHAN BHIlIE HHGOPMALIVS SABIIAETCS
JOCTOBEpHOH M TOYHON. DTa cepus IPOAYKIMH IPOM3BEACHA (BKIHOYasd YIAKOBKY (MapKHpOBKY) H KOHTpONb
KadecTBa) HAa BHIIEYKAa3aHHOH NPOM3BOACTBEHHOM IUIOManke (WIOI@AKaX) B TOJHOM COOTBEICTBHH C
TpeboBansaMu [IpaBui HauIexallell TPOU3BOJCTBEHHON NPaKTHKH EBpasuiicKoro 3K0HOMHYECKOTO coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeboBaHUAMM KOHTPOJIS Ka4€CTBA JIEKAPCTBEHHBIX CPC/ICTB,
a TAKXKE B COOTRETCTRHU €O CENHPUKAIKMAMY, COOEPKAIHUMHICSA B PETHCTPAIMOHHOM J0ChE CTPaHLI-HMIIOPTEPA.
3aITHCH 110 NPOM3BOACTBRY, YITAKOBKE M aHAITM3Y IIPOBEPEHBL, H YCTaHOBIEHO HX cooTBeTcTBUE TpeGoBanuAM [Ipasun
HazjIeXallled Mporu3BOACTBEHHOM NpaKTHKH EBpasHACKOro SKOHOMHUIECKOI0 COK032Y.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanse: Ilpoaykr cootseTcTByeT Tpebosanuam HJI 3akurouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IIpoBepeno: Pardeep Kumar | Omobpeno: Meunemxep / PykosoauTeb

[Toarorosneno: Ramakant
f Amit Kumar L
M == N

Reprint Date / “ Reprint Date / Reprint Date / |
Hara: 29.04.2025 Jara: 29.04.2025 Hara: 29.04.2025

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