Dr.Reddy’s Qf:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHATN3A

Tp; +a1 98166 56001-02

S

Product Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
mpom'm‘ Keropoa® Drenpecc (keTopoiak) Tabaerkn, AUCHeprupyembie B HOJ0CTH PT4, 10 mr

| Market / Prinox :Russia / Paccus . .
Batch No/ . Batch Quantity / _ 3600000 tab /
Cepua Ne | B O0BeM cepHH * 3600000 tab
Analytical RepOft No/ . 040002809897 Date of Analysis / - 15.02.2025
AHaJuTHYeCKHIT oTyeT No JlaTa anajnza
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JlaTa npon3poacTBa Topen 1o
Mifg. License No. /
IIpoussoacTBeHHAn : MNB/05/263 Il\iIA ““F}',';’,e"/ 1 JIIH-N!(004669)-(PF-
Junen3nn Ne omep 2

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

Page1of 9/Crp.1 m39

No

Test / lToka3zaTens
Ne

Resuits / PesysbTaThl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsie nockue
tabneTku ¢ Gackoi, CBETNO-
KENTOro UBETA C TPABUPOBKOU
«» Ha ogHOM cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnsie
wiockre TabneTku ¢ Gackoi, CBETIO-
)ENTOro LBeTa ¢ IPaBUPOBKOH «I» Ha
OfHOM CTOPOHE,

2 Identification / UaenTndukanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard sotution
should have peaks at the same wavelength
(= 2nm), / Y®-crniekTpsl MOMNIOLIECHHS
HCTILITYEMOTO  PacTBopa M  pacTbBopa
CTaHJapTHOro  obpasua  KETOpOJaKa
TpOMETaMHHa ZOHKHEL HMETb
MaKCHMYMBI NIpH OJIHOM M TOM Xe MTHIHe
BONHBI (£ 2 1M).

Remarks : The Product conforms to ND/
[Ipumeuanue: [IponykT cooTBeTCTBYET TpeGoBanusam HJL

Conclusion : APPROVED /
Zaxmouenne: OQJJOBPEHO

Prepared by /
IToAroToBJIEHO: Smti@’

e

Checked by /
ITpoeepeno: Santosh Kumar
Maurya

i
P }
e

Approved by: Manager/Executivg /
Ono6peno: MeHemkep / Pyhoa
Abhishek Chauhan

Reprint Date /
Hara: 15.02.2025

Reprint Date /
Hara: 15.02.2025

Reprint Date /
JHara: 15.02.2025

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangsna, india
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@dirreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vil Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.%, 123 205, iIMDIA

CEPTHO®HKAT AHAJIM3A

fel +84 5168 55001-02

il hats
WhtTreauy=nar

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Drenpece (keropoiak) TabieTkn, AHCHepriupyeMbie B nonocTu pra, 10 mr

Market / Prinok

:Russia / Poccust

Batch No / ] Batch Quantity / _ 3600000 tab /

Cepna Ne FYaa002 s OGBem cepun * 3600000 Tab
Analytical RepoE‘t No/ . 040002809897 Date of Analysis / . 15.02.2025
AraauTngeckuii oTyeT Ne Jara anannsa =
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

Jara npon3eoacTea T'onen mo

Mfg. License No. / : ;
Ilpon3sogcTBeHAan - MNB/05/263 i\; A nurlr)lger. / : g{}-M(OM“”—(PI B
anuensns No omep )

Analysis performed according ND: / Anasns nposesen mo I-UI JITI-Ne(004669)-(PT-RU)-190224

~ Page2of9/Cip.2m3 9

No
| Mo

Test / [lokasarenb

Results / PezyabTaThl

Specification / Hopma

Complics / CooTReTCTRYET

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 yiepxvBauus
OCHOBHOIO MMKa Ha XpoMaTorpamme
UCTBITYEMOrO pacTBopa LOJLKHO
COOTRETCTBOBATh BPEMCHH YIEPXKHBaHHUA
OCHOBHOTO NMKa Ha XpoMaTorpamme
pacTBopa CTaHAaPTHOro o6pasua
KeTOponaka  TpomeraMuHa  (paszen
«KoanuecTBCHHOE OTIpEACNCHUEY).

Remarks : The Product conforms to NI/
IMpumeuanne: IIpoayxT cooTeeTcTBYeT TpeboBanuam HJI - 3aKy

Conclusion : APPROVED /

1ouenne: ONOBPEHO /|

Prepared by / Checked by / Approved by: Manager/Executivg /
[loarorosneno: Sarita ITpoeepeno: Santosh Kumar | Ogo6peno: Menemxep / I’yxoa auredt

p Maurya 7}1 Abhishek Chauhan /]
Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025

Hara: 15.02.2025

Tlata: 15.02.2025

Registered Office: 8-3-337, Road No. .

o an= o

3, Banjara Hiils, Hyderatad - 500024, Telangana, india

Tel: +91 «i0 42005 2900, fFax: +°l a0 4900 2999, Email: mail@drraddys.com
CIN: L85L9S5AP1S54PLCO04507

www.crreddys.com

I




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUDHKAT ABAJIN3A

Tel ;+31 58166 E6001-02

- & e

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® xcnpece (keropoaak) TabneTkn, ARCNEprapyembie B nojocTh pra, 10 mr

Market / Poinok Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab / N
Cepus No § V23008l O6nem cepu " 3600000 Tab
Analytical Report No / . 040002809897 Date of Analysis / . 15.02.2025
AHanuTHyecKMil oTuyeT Ne Jara anaiuza

Date of Manufacture / - 01/2025 Date of Expiry / . 12/3026

JdaTa npon3zsoacTBa Iopen o

Mfg. License No. / .

I[IpoussoacTBeHHAA : MNB/05/263 ZA nurlr)ll;’er./ : RJIH-NQ(OM“”_(PF-
nunensnsa Ne omep U)

Analysis performed according ND:

/ Ananns npoeeen mo HL: JIT-Ne(004669)-(PT-RU)-190224

Page3 of 9/ Cip.3m3 9

NN;, Test / IToxa3arean Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzuopoxcuanuson butylhydroxyanisole and 3-

butylhydroxyanisole peake 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
YACPXKNBAKHS TIHKOB
2-0yTUNTHAPOKCHAHH30.1a W
3-6yTWIrHOPOKCHAHH301a Ha
XpOMaTorpaMMe HCITBITYEMOTO pacTBOpa
IOOJKHBL  COOTBETCTBOBATL  BPEMEHAM
YACPXKUBAHUS MHKOB
2-6yTHATHAPOKCHAaHH30NA H
3-6yTHnruapokcHaHu3ona Ha

XpoMaTorpaMme pacTBopd CTaHUdP 1HOIO
ofipastia GyTHNTHAPOKCHaHU30Na (pasaen
«CopnepxaHne

By THArMAPOKCHAHU3ONAN).

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

Hpumevanne: [Iponykt cootBeTcTBYeT Tpeboanuam H 3axmouenre: OJOBPEHO ;’]

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

IToarorosneno: Sarita IIpoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosonifens
y Maurya (A Abhishek Chauhan Py

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Hara: 15.02.2025 Hara: 15.02.2025

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

CIN: L85195AP1934PLLCO04S07
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, Badli,
Distt. Solan, H.P, 173 205, iNDiA

CEPTHOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ IIpoayxr: Keropoa® Dkcnpecc (keToposax) TabieTkH, AHCIEPrUpyeMbIc B IIOJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepua Ne ValUZeo O6bem cepHn " 3600000 Tab

Analytical Repovrt No / - 040002809897 Date of Analysis / . 15.02.2025

AHaTHTHYeCcKHIl oT4eT Ne JlaTta ananmusa

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

JaTa npou3BoacTBa Topen g0

Mfg. License No. / -y ; _

IIponsBoacTBenHan : MNB/05/263 MA number: / 3 ALLLHIE RO
Homep PY RU)

JTHIeH3ns Ne )

Analysis performed according ND: / Auanns nposenen mo HJI: .IT]'I—NE({NM()G'J}-(PI"-RU)—I9_0224

Page40of9/Crp. 439

I;.:) Test / [lokasarenn Results / PesyabTaTs) Specification / Hopma
3 Average weight / Cpeansist 69.5 mg / 69.5 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 / CooTBEeTCTBYET
Uniluimily of weiglit / 18/20 toblots not more than + 10 %;
OnHOPOAHOCTBL MAaCChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox - de Gonee =+ 10 %;
2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time / 00 min 28 sec / 00 mun 28 cex Not more than 3 min. / He 6osee 3 muH.
PacnagaeMocTh .
5 Dissolution / Pacreopenne Unit-1/ Tabn-1 97 % Not less than 75% (Q) of
; CisH13NO;3-C4H | 1NO3 (ketarolac
W24 A2 103 % tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 98 % 75 % (Q CisHisNO3*CsH,/NO3
. (keToponaka TpoMeTaMHH) nepes 15 Mun.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
ITpumenanne: [Mponykt cootsercTyet Tpeboranusm HIL

Conclusion : APPROVED /
Baxmioyenne; OJIOBPEHO |

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

[lonrorosneHo: Sarita & [Tposepero: Santosh Kumar | Ono6pero: Menemkep / Pykosogire:n
Maurya Y Abhishek Chauhan [

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025 Hara: 15.02.2025 Tara: 15.02.2025

Registered Oifice: 8-3-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tal: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mall@drraeddys.com
CIN: L851954P1934PLCO04507

www.drreddys.com




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIU3A

Tel: +21 58166 5600102

= | ¥} -
TV NV. o) T Sl o isaidld

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® xcnpece (KeToposiak) TabAeTKH, AHCHEPrHPYEMBIC B 1010CTH PT3, 10 mr

Market / Poimor :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Mo i 2000 2 OBLem cepun © 3600000 726

Analytical Repourt No/ . 040002809897 Date of Analysis / . 15.02.2025

AnanuTHueckuii oryer Ne Jlara anaan3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa npoH3BOACTBA Tojen ao

Mfg. License No. / . o 9

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

NHUeH3Hs Ne

Analysis performed according ND: / AHaH3 npoBe/ien no HT: JIT-Ne(004669)-(PI-RU)-1 090224

PageSof9/Crp.Su3 9

JAucnepcHocTb

i.g Test / [loka3zaresn Results / PesyapTaTht Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pasyercs
ORHOpOAHAsA CYCTIEH3HMsI, TIPOXOAALIAsN
CKBO3b CHTO C pPasMepOM OTBEPCTHH
710 MKM.

7 Impurities / lpumecn

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Hrmxe npenena o6rapyxerns (1O

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

Copep:xkaHHne BOIbI

1-rapoKcHaHaIor =0.0010 %)
KeTopoNaKa
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ge Gonee 0.8 %;
1-keroaHasoT KETOpOJIaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6oxnee 0,5 %;
eAUHIY Has
HEHAEHTHGHUAPOBAHHAS
npHUMech
total impurities / 0.1% not more than 1.0 %. / ve Gonee 1,0 %.
CyMMa IpuMecei
8 Water content / 21 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
TTpumeuanne: [TpomykT cootsercTayet Tpebonanmam HIL

Conclusion : APPROVED /
3axmodenue: OJOBPEHO A

Prepared by / Checked by / Approved by: Manager/Executiye /

[Monrotosnexo: Sarita [Iposepeno: Santosh Kumar | Omo6peno: Menemxep / Pykop m-nf{ns
y Maurya if Abhishek Chauhan [/

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Jara: 15.02.2025 Mara: 15.02.2025

Registered Office: 8-2-337, aoad No. 3, Banjara Hiils, Hyderabad - 500034, Jelangana, india
Tef: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.coni

CIN: L85195AP1934PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIH3A

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

Vill. Kho!, Watagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

Tel ; 31 58166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® dxcnpece (KeTopoaak) TabaeTKH, ARCNEPrupyeMbIe B NOIOCTH pTa, 10 Mr

wWww,drregays.com

Jannensug No

Market / Poinok :Russia / Poccns el sB
Batch No / . V2500215 Batch Quantity / . 3600000 tab /
 Cepus Ne : O0nem cepii " 3600000 Tab

Analytical Repovrt No/ . 040002809897 Date of Analysis / . 15.02.2025
AHaJIHTHYeCKHH 0T4eT Ne HaTta anaansa
Dalte of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JarTa npon3BoacTBa TI'ogen no
Mifg. License No. / : 5

) ‘ MA number: / ~ JIII-Ne(004669)-(PT -
IIpousBoacTBennan : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Ananns npoeegen no HJI: JIII-Ne(004669)-(PT° -RU)-190224

Page 6 of 9 /Crp. 6 w39

i‘? Test / IlokaszaTens Results / PesyabTarhl Specification / Hopma
9 Residual solvents / OcraTounbie OpPraHH4YecKHe pacTBOPUTE/H
Isopropyl alcohol / 09 pgftab / Not more than 350 pg/tab. /
Hzonponaxon 09 mxkr B TabnerTke He 6onee 350 mMkr B TabneTke,

10 | Micrebiological purity*/ Muakpo6nonornyeckan yncrora*

Total Aerobic Microbial
Count / obuiee 4ncio N
a3pOOHBIX MUKPO- 2
OpraHM3IMOB

not more than 10° CFU/g; / L
He 6onee 10° KOE/T; !

Total Combined Yeast and

not more than 102 CFU/g; /
He Gonee 102 KOE/r;

AOMPOBAHHLBIX CAHHHU

mold count / obiuee uncno NA®
JOPOAOKEBBIX U MIECHEBBIX
rpHooB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBME B 1 I,
11 | Uniformity of dosage nnits / 6. Agcceptance value {47) not more than
OguoposuocTs 15.0 ltokasarem, mpieMiaeMocTi (4F)

fomxked 6uTh He 6onee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr cooTBercTsyeT Tpebosanuam HII

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Exceutiye /
Onobpeno: Menemkep / Pykos, ,Ell-l'[%b

Hata: 15.02.2025 TMara: 15.02.2025

[Moaroroneno: Sarita ITpoeepeno: Santosh Kumar
ﬁ/ Maurya /9\ Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telargana, india
Tel: +91 40 4900 2900, Fax; +21 40 4300 2999, Email: mail@drraddys.com
CIN: L8S1954P1934PLCO0ASO7

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

B
! Mg Formulation Unit-6
Dr. Reddy s " Vitl, Kho!, Nalagarh Road, Bacdi,
CERTIFICATE OF ANALYSIS  pistt. Solan, H.P, 173 205, INDIA
CEPTHOHKAT AHAJTA3A  Tei:+01 88166 56001-02

WWW.OTTEU 075, CU: ——————

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keroposn® Dxenpece (KeTopoaak) TabieTk, AHCHeprupyemble B OJ0CTH pra, 10 mr L

Market / Poitok ‘Russia / Poccns —
Batch No / L Batch Quantity / . 3600000 tab /
Cepnsi No A IE O0nem cepHA " 3600000 Tab
Analytical Report No / . 040002809897 Date of Analysis / . 15.02.2025
AnanaTuueckuit oTyer No Jara ananusa ]
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JaTa npon3BoAcTBA Y'ogen 10
Mfg. License No. / , oNo
IponsBogcTBeHHas : MNB/05/263 Bl U liGs AU IE Rg
Homep PY RU)
Jnnenznsg Ne

Analysis performed according ND: / Ananus fiposeien mo H/L: JITT-N2(004669)-(PT-RU)-190224
' Page 7of9/Crp. 7n39

I;.g Test / [lokazaTeqan Results / Pe3ynbTaThl Specification / Hopma
12 | Assay/KonuuccTBeHHOE 10.1 mg/10.1 mMr From 90mg to 11.0 mg of
onpeaeieHue (101.1 %) C)5l113NO3C4H | INO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr go
11,0 mr C1sH13NO3*CsH |\ NO3
{xeToponaka TpomeTamun) (o1 90,0 mo
110,0 % oT 32ABJIEHHOTO KOJNMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0941 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanne 0.0941 mr B TabneTke He menee 0,042 mr B TabneTke.
Gy THATHAPOKCHAHH30/1A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onicalne yNaKkoBKH (PAJAL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 Tabnetok B
information leaflet in a carton | 6nmcrepe u3 (MMA/AJITID c
pack. / Ilo 10 Tabnetox B | Bnaronmornoturenem/IIIBII) doneru //
6nnoropo 10 (MTA/AJIMTIS ¢ | (TIS/ATD) domrn. [Io T wnu ? finurrepa
snaronoritotuTenem/TISBII) BMeECTE C NHCTKOM-BKJTalbIlICM B MaYKY
Qonwru // (TT3/AJ]) goneru. Ilo | kapTOHHYIO.
2 6mucrepa BMECTE ¢ JIHCTKOM-
BIJIAABIILIEM B nayky
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TTpumenanyne: TIpoaykt cootBeTcTBYET TPeboranusam HJ{ SZaxmouenie: OJOBPEH
Prepared by / Checked by / Approved by: Manager/Exechitive /
IToarorosneHo: Sarita IIporepeno: Santosh’ Kumar | OnobpeHo: Mehemxkep / Pyrosonifens
ﬁ = Maurya ’ﬁ_ Abhishek Chauhan !' r'
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Jara: 15.02.2025 Jlara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: |.85195AP1934PLCOD4507
www.drreddys.com



Dr. Reddy's Laboratories Ltd,

Ro
y ® Formulation Unit-6
DI'. Red dy S ‘.. Vill, Kho!, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  pjstt. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJIH3A Tel : +91 58165 56001-02

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

IpoaykT: Keropoa® Ixcnpece (keropoaak) TabIeTKu, JHCHCPrHpPYeMble B HOJOCTH PTa, 10 mr O |

Market / Peiok :Russia / Poceus

Batch No / y Batch Quantity / . 3600000 tab /

Cepua No 202 O6bem cepiii " 3600000 Tab

Analytical Report No/ . 040002809897 Date of Analysis / . 15.02.2025

AHanuTHyecknif oTyer No Jara apaansa

Date of Manufacture / . 0172025 Date of Expiry / - 12/2026

JaTa npouzBoacTea ToaeH go

Mfg. License No. / : . ;

IIpouseogcTBennas : MNB/05/263 DA mber: L -Ne(004669)-(PT-
Homep PY RU)

JHIeH3HsT No

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

Page 8 of 9/ Ctp. 8 H3 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.
* [Ipyu BINYCKe JIEKAPCTBEHHOIO NPeNapaTa KOHTPOIb KavecTaa T1o mokasaTenio «Muxpobuoaornyeckas

YUCTOTA» NPOBOANTCS KJis1 Kaxaodi 20-0ii cepun, Han Jns 0ANOI CepHU B rol, B 3aBHCHMOCTH 0T TOr0, 4TO
HACTYDHT paHblle.

API name / Hanmenopaune ADC: Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH: Ketorolac / Keroponax

API manufacturer batch number / ABRHO007885

Homep cepun npouzsonuTens APC:

FP Manufacturer API Batch number /

Homep cepiut cyOcTaHIHH NPON3IBONHTESA FERA00489

TJIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
ITponsBoauteas A®C, crpana: JI-p Pepau'c Jlaboparopuc JIta., HHama

Name, address, authorization No for  ¥P 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) /

HunmenuBanne, Gipee, AnUeHsus ais i Jep Penpp’e JTaGoparopue JIta., Huaus, [Iponosogernornioo
IpouspoacTBedNas nomaaxa / IInomaaxa noapasaenenne-6, Bun. Kxons, Hanarapx Poya, bagau, Jnerpukr
koHTpoJs kagecTBa / [lnomagka Buinycka Conan, X.I1., 173205, Unaus (tvuensus 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 /

ITpumevatue: IponykT cooTBeTcTBYET TpeboBannam HJ 3aknsoucane: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executiye /

Ioprorosneto: Sarita ITposepero: Santosh Kumar | Onobpeno: Menemkep / Pykos Illchﬂ}/
Maurya ._-%‘ Abhishek Chauhan 1

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Hata: 15.02.2025 Hara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjéra Hiils, Hyderabad - 500034, Telangara, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mzil@drraddys.com
CIN: L8S195A4P1534PLCO04507
www.drreddys.com

T




Dr. Reddy's Laboratories Ltd,

e )
’ e Formulation Unit-6
Dl’. Red dy S ‘_. Viil. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt. Solan, H.P, 173 205, INDIA
CEPTHOHUKAT AHATM3A Tel : +g1 52166 56001-02

irearelige s
= y - ——

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropon® Jxcnpece (KeToponak) Ta6aeTKH, JHCIEPIAPYeMbIC B noJocTi pra, 10 mr
Market / Poinox :Russia / Poccus
Batch No / . . Batch Quantity / 3600000 tab /
Cepus Ne Heo002> Qbbem cepin " 3600000 Tab
Analytical Report No/ - 040002809897 : Date of Analysis / . 15.02.2025
AHanuTrHyeckuii oTHeT Ne Jata ananusa
Date of Manufacture / . 01/2025 I?ate of Expiry / . 12/2026
JlaTa npon3BoacTBa I'ogeu oo
Mifg. License No. / . No COV_(PT
Ilpou3BoxcTBeHHAn : MNB/05/263 Ma pumber: / ; ARSI R
Homep PY RU)
JIHUeH3ua Ne
Analysis performed according ND: / Anaans nposenen o HI: 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».

3aKTI0ueHHe 0 COOTBeTcTBHH: «HacTOANIMM s TIONTBEPXKUAI0, YTO PHBEAEHHAS BBIIIE HHPOPMALMS SBIIAETCH
JOCTOBEPHOM M TOuHOM. ITa cepus MPOMyKIMHM NpOM3BeleHa (BKIOYas YMAkoBKY (MapKHPOBKY) M KOHTDOIb
KayecTBa) HA BBINIEYKA3aHHOW MNPOM3BOACTBEHHON IUIomaake (IIOMIafKax) B IOJHOM COOTBETCTBUH C
TpeGoparuavu IlpaBun HaJuexalleif NpOM3BOACTBEHHOMN MPAKTHKE EBpasHHCKOro 3KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTA6ps 2022) 1 TpeOoBaHHAMHA KOHTPOJIA Ka4eCTBA IEKApPCTBEHHEBIX CPE/ICTB,
a TaKXe B COOTBETCTBHH CO CHEIHGHKALMIMU, COAEPXKAIIUMHUCA B PETHCTPAIMOHHOM J10Che CTpaHbI-HMIIOpTEpa.
3aIHCH 110 IPOM3BO/CTRY, YIIAKOBKE ¥ aHAIM3Y IPOBEPEHEL, H yCTAHOBIEHO HX COOTBETCTBUE TpeboBanuaM [Ipasnn
HaTeXaneid NpOM3BOACTBEHHOMU IIPaKTHKH EBpa3sHiCKOro 3KOHOMHYECKOIO COI03a».

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

ITpumeuanue: [poaykr coorseTcTBYET Tpebosanuam HII 3axmoyende: OJIOBPEHO/

Prepared by / Checked by / Approved by: Manager/Execufive /

IMoarorosnero: Sarita /) ITposepeHo: Santosh Kumar | Opo6peno: Menemwxep / Pygopomurest
& Maurya _.,-‘?__‘\ Abhishek Chauhan ey

Reprint Date / Reprint Date / Reprint Date /

JHara: 15.02.2025 Hata: 15.02.2025 Jara: 15.02.2025

Regisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4205 2900, Fax: +21 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1534PLC004507
www.drreddys.cam
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