Reddy’s

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

Vill. Kho!, Naiagarh Read, Baddi,
Disti. Solan, LB, 173 205, INDIA

. : . . Tl 291 88 D01-07
CERTIFICATE OF ANALYSIS o0 07
CEPTHOUKAT AHATH3A ’

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® 3xcopecc (xeroposnax) Tabnersyu, ARCIEPrHpyeMble B NOJ0CTH pra, 10 mr

Market / Parnox Russia / Poccua ]

Batch No / . ‘ Batch Quantity / . 36,00,000 tab/

Cepsg Ne 1 V2502427 Obnem cepun * 36,00,000 Tab

Analytical Repourt Ne/ . 040003232116 Date of Analysis/ .« 92122025

AHamnrudeckui oryer Ne Jlara anamuza

Date of Manufacture / : 12/2025 Date of Expiry/ . 11/2027

Jlara nposiBocTRa T'onen oo

Mfg. License No. / MA b /

Ilpou3soacTBenHan « MNB/05/263 H numoer: + JII-Ne(004669)-(PT-RU)
omep PY

JEuen3na Ne

Analysis performed according ND: / Ananus nposexen no HJE: JITI-Ne(004669)-(PY-RU)-190224
PIL version approved: / Hucrpyxuns yrsepagena: 21.04.2025

Pagelof11/Cyp. 1 m3 1l

Results / Pesyarrarst

Specification / Hopma

| Light yellow round flat beveled

| OKENTOrG UBCTE © rpanupomcoii

tablets with "" debossed on one
side. / Kpyrnele niockue
rabneTiu ¢ dackoi, ceerio-

«I» Ha ofHOH cTOpOHE,

Light yellow round flat beveled tablets with "|" -
debossed on one side. / Kpymikie nanockue |
Tabnetkn ¢ dackol, CBETHO-KEITOro 1BeTa ¢
rpaBHpoEko# «I» Ha OAHOMN cTopone.

No Test / MToxazarens
Ne
1 Description / Onucanue
2 Iderntification / Unentnuxanmns

| Ketorolge / Kemoponax

Complies / CooTBeTcTRYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (& 2 nm). / V-
CNESKTPBI TIOrNOWESHNS HOTIRITYEMOTO PacTBOpa H
pacTROpa CTaHgapTHOro obpasia Kervoponaka
TPOMETAMHHEA NOMKHB HMETh MAXCHMYMBL NIpH
oot ¥ ToH Ke IIHHE BOHL! (2 HM),

Remarks ; The Product confirms to ND/

TIpumeuanye: YIpomykT cooTBeTcTBYET Tpebosarnam H

Conclusion : APPROVED /
3arxmogenue; OJOBPEHO

|

CIN: 1L.85195AP1984PLC004507
www.drreddys.com

Prepared by/ Checked by / Checked by (AQA) 7 |[Approved by: Quality Assurance/Authorized person /
{illoarorosnero: Pravesh {Ipobepena: Pardeep  ||lIposepenn (AOK): ||Onofpeno: Ofecnieuenne KauecTra/OTBETCIBERHOE
{[Rana ;7 Kumar AmitKumar UG ot
I { - o

Date / Dai‘e_f Date /A Drate / 9512 20D e
|| BaTa: 22.12.2025 Tavar 22.12.2025 Rera: 22.12.2025 Hara.

! " = %w&‘&aﬁfmfﬂma o T TS T R s o Lo CH T Ty 10 R G

Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

Vil Khol, Nalagarh Road, Baddi,
Distt: Solan, H.R, 173 205, INDIA

o1 af166 5E00T
|1~-A~J AE6E SE00L-02

wiwvydrreddys.com

CEPTHOUKAT AHAJH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpecce (keroponax) Tabnesxu, nucyepripyéimie B foaoern pra; 10 mr

Market / Pornok :Russia / Poccua .
Batch No / . Batch Quantity / . 36,00,000 tab /
Cep_nn Ng i V250242'7 O0rLem cepan * 36,060,000 Tab
Analytical Repo_irt No / . 040003232116 Date of Analysis / . 92122025
Avanrurnveckuii oryer Ne Jara anannia

[ Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara npoRigoacrsa Topen go
Mfg. License No. / MA ber: /
HponspolcTBeH s : MNB/05/263 H pamoer: JII-Ne(004669)-(PT-RU)

omep PY

JHneH3ns N

Analysis performed according ND: / Ananns nposenen no HXi: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuns yreepxnena: 21.04.2025

Page2ofl1l/Cip. 2 m3li

No

Test / Tloxasarenns
No

Results / Pesynrratin

Specification / Hopma

Complies / CootBeTcTRYET

The retention time of the main peak on the
chromatogram of test solution sheuld correspond
to that on the chromatogram: of ketorolac
i1 tromethamine standard solution (Assay section).
1 7 Bpems ymepKMBaHWA OCHOBHOTO TMHKa Ha

ofpasua KeTOpoNaKa TpOMeTamuna (pasien
«KommuecTseHHOE ONnpeNeieHHeN).

XpOMaTOTPaMMe  HCORITYEMOI0  PacTBopa |
NCIDKHO COOTBETCTROBATD BPEMEHH
YACKUBAHYS OCHOBHOTO TIHKA Ha
XpOMarorpaMMe — PacTBOpa  CTaHRAPTHONO

Remarks : The Product confirms to ND/
I pumevanse: [Ipomykr coorrercTBYeT TpeboBanam HY

Conclusion : APPROVED /
Baxmouenne: OIOBPEHO

Prépared by / Chiegked by / {|Checked by (AQA) / {|Appraved by: Quality Assurance/Authorized person /
Noarotosneno: Pravesh  {lposepeno: Pardetp  |[TIposeépeno (AOK):  ||OnoGpeno: Obecneuenne kagecTsa/OTBETCTBEHHOE
Rana £ Tl umar HAmit Kumar LEGR %;
{% l mj : q»/J o Q/

o - H el " s (
Date / liDate / HDate / Date / ' ' Ve

; ) o Do) lel
Mara: 22.12.2025 Hata: 22.12.2025 Mara: 22.12.2025 Hata:

8

TRegisiered LHACE 8

EEE I L GE RN ﬁamﬁf il B?Mﬁm BIIUST, TEmEaT, T

Tel: +93 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: LB5195AP19B4PLLO04507
www.drreddys.com




eddy’s

CERTIFICATE OF ANALYSIS

Dr Reddy's Laboratories Lid,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distl Solan, H.P, 173 205, [RDIA
LOR1GE BE001-02

Tl e i
H an oA

wnw, drreddys.conm

1Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10.mg
Iponyxr: Ketopoa® Ixcnpecc (xeroponax) rabaerku, Aucneprupyemsle B oaocty pra, 18 mr

Market / Poinox :Russia / Poccus
Batch No / ) ' Batch Quantity / . 36,00,000 tab /
Cepust Ne ) V2502.427 Q0nem cepan * 36,00,000 Tab
Analytical Repoyrt No/ . 040003232116 Date of Analysis / : 92.12.2025
AnagnTuaeckui oTuer Ne Hara guannaza
| Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jata npoussogcraa Tenen no
Mfg. License No. / ' MA nuraber: / :
| XIpoussoacTBEHHAS : MNB/(5/263 ) i JIEL-Ne(004669)-(PT-RU)
Homep PY
Jupen3ns Ne

Analysis performed according ND: / Ananus nposenes mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hacrpyxknns yreepxaena: 21.04.2025

L

Page3of 11/ Crp. 3 m2 1l

No

Test / ¥loxazarearn
Ne

Results / PesyabTathl

Specification / Hopma

| Buwylirydroxyanisole /
Bymunzudpoxcuauuzon

Complies / Cootsercrayer

The retention times of 2-butylhydroxyanisole and
3-butylhydroxyanisole peaks on the
chromatogram of the test solution should
cortespond by the retemtion fimes to 2-
butylhydroxyanisole and 3-butylhydroxyanisole
peaks on the chromatogram of
butylhydroxyanisole standard solution
("Buiylhydroxyanisole content" section). /
Bpemena YASPHKMBAHMS TIHKOB 2-
BYTIIIrHAPOXCHARMIONR u 3-
OYTWIrHOpOKCHaMH300a Ha  XpoMarorpamme
HCIILITYEMOrD pacTeopa DOMAKHSI
CODTBETCTBOBATL  BPEMEHAM  YIEPWKHBAHHA
mekos  2-Gyrmaruppokcuwasusona o 3-
OYTMITMAPOKCHAHH3ONE HA  XpOMAarorpaMme
pacTBOpa CTAHAAPTHOIO ob6pasua
GyTunrpapokchanniona (pazmen «ConepxaHHae
GYTHArHADCKCHAHU3ONAR ),

Remarks : The Product confirms to NI/

Conclusion : APPROVED /

]

IIpumevanse: [Tpoaykt cooTBeTcTBYET Tpebosanuam HJT l

Jaxarouenue: CHOBPEHO
Prépased by / Checked by / Checked by (AQA}/ A;jprgve,d, by: Quality Assurance/Authorized person /
{learoroeneno: Pravesh [Tposepeno: Pardeep  |[TIposepeno (AOK): [[Ono6peno: Obecnieyenne xauecTra/OTBeTCTREHHOE
Rana V |IKumar . Amit Kumar Erainh pre
1 = &

b - o e e
Dite / Date / |lpate7 |IDate 7 oan1? aors
Hata: 22.12.2025 Jlata: 22,12.2025 Nara: 22.12.2025  ||Hara: T

j %’?S‘E&]‘Eﬁﬁuhswe C)‘”uﬂ?%ﬁ b3 1R Pl T B R IR YR R A G i e IO Y e AT - e ——

“Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCODASOTY
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Formulation Unit-6 .
vili. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.B, 173 205, INDIA

Tel 41 98158 5600102
CERTIFICATE OF ANALYSJS = "% " *0
QEP'I‘H@H’K&T AHAM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponyrT: Keropon® Dxrenpece (ketoponak) Yabuersn, Aucneprapyemble B noxoctH pra, 10 mr
Market / Puinok ' :Russia / Poccus '
Batch Mo / ) { Batch Quantity / . 36,00,000 tab /
Cepus N $ V2302427 __| Ofmem cepun " 36,00,000 Tab
Analytical Report No / . 040003232116 Date of Aalysis/ . 55 15 3025
AnasuTHYecKnii oT9er Ne ‘ Hara anannsa
Dz_ttero_f. Manufacture / . 12/2025 Date of Explry/ . 11/2027
Hara HpouIBoAcTEa _ ’ Tonen a0 _ -
Mfg. License No. / ' MA number: /
Tponssoncreennas - MNB/05/263 ' ¢ JII-Ne(004669)-(PL-RU)
Homep PY
JHuenzus Ne _ _
Analysis performed according ND: / Axaauz nposeaen no HJI: JII-Ne(004669)-(PI-RU)-190224
FIL version approved: / MucTpykuus yreepagena: 21.04.2025

Paged4of 11 /Crp. 4 m3 il

—

I;(,:’ Test / [lokasatens Results / PesynbTarnl Specification / Hopma
3 Average welght / Cpeausin 704 mg/ 704 mr 67.2mg to 72.8mg (70.0mg = 4.0%). / |
Macea Ot 67,2 mr o 72,8 mr (70,0 Mr£ 4,0 %).
18/20 tablets - not more than =+ 10%;
Uniformity of weight / 2/20 tablets - not more than £ 20%. /
o ormity & Complies / CooTseTcTByeT 18/26 rabnerok — He Oonee =+ 10%;
AHOPOAHOETE MACCR! 2/20 Tabnerok - ne Donee £ 20 %.
4 Disintegration time / 00 min 27 sec / 00 mux 27 cex Not more than 3 min, / He Bosree 3 mus,
PacnanaeMmocTs
5 Disselution / PacTsopenne Unit-1 / Teba-1 97 % Not less than 75 % (Q) of CisHsNO;CaH 1\ NOs
. (ketorolac tromethamine} in 15 min. / He menee
Unit-2 / Tabs-2 M% 75% (Q) CisHuNO:+CHNO3 (reroposaka
Unit-3 / Tabs-3 97 % TpoMETaMMH) wepes 15 muH.
Unit-4 / Tabn-4 9% %
Unit-3 / Tabn-5 97 %
Unit-6 / Tabn-6 96 %
Remarks ; The P";;duct confirms to NI/ ' i Conclusion : APPROVED /
[Ipumeuanse: MponyxT coorBeTcTByeT Tpefonanuam HJT Jaxmouenre: QJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
llonrororneno: Pravesh ITposepeno: Pardeep Hposepeﬂo (AOK): ||OnoGpent: Obecneyenne kayecTsa/OTBETCTBEHHOE
Rana HKumar Amit Kumar - HHEO: _
. : - (\_ o ﬁ%)
C:i’ﬁ"" n $ et ¥
. i — I s— X
Date/ fpate7 ™~ = ibate |[Date 2915 235 |
&T&;'22.12.2025 1iMlata: 22.12.2025 Hara: 22.12.2025 Jata;
' 7. Road No, 3, Banjara riiils, HyRelana - Bootat erniaim

' ‘Registered Office: 8-2-32 . -
Tel: +971 40 4900 2900, Fax: +91 40 4300 2598, Email; mai@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddl,
Distt, Solm H.P, 173 205, (MDA

CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJTN3A

v ar fe(!i!\jS.CCi'}"s

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg’
IIpoayxkr: Keropon® BKcnpecc (xemponax) TalNeTKE, ANCHeprupyeMble B HoqocTa pra, 10 mr

‘Market / Prinox

Russia / Pocous

Batch No / ) Batch Quantity / . 36,00,000 tab/

Cepun Ne _ + V2502427 | Obnbem cepun ~36,00,000 rab

Analytical Report No / . 040003232116 Date of Amalysis/ o5 15 3025

Auannmqecxun oruer No Jara ananmaa

Date of Manofacture / . 12/2025 Date of Expiry / . 11/2027

JiaTa npeHiBoaACTBA I'onen xo

Mifg. License No. / MA number: /

Hpouspsoacreesnas : MNB/05/263 . H mber: JIIL-Ne(004669)-(PT-RU)
| Homep PY

JHnensast Ne

Analysis performed according ND: / Ananus nposenen mo HIL: JITT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpysuns yreepxaena: 21.04.2025

PageSof 11/ Cap. S m3 11

I_:.g Test / Floxkalarens Resalts / PesyabrarTh! Specification / Hopma
6 Particle size distribution / Complies / Cooreerctayer A uniform suspension passirig through a 710 um
Aucnepenocts sieve is formed. / OO6pdzyercs oprOpOIHAA
CYCHEH3UA, DNPOXOHALIAS CKBO3B CHTO G .
pasMepom oTRepcTHi 710 MKM,
7 Impaurities / Npumecs

ketorolac: /

1-hydroxy analog of

1-rnapokcHananor

Below LOD (LOD = 0.0010 %) 7
Hmice npeneia oOHapyweHns
(T10 = 0.0010 %)

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

TREENIET el LLe: Br1-344, ROay e, F
i Tel: +81 40 4900 2500, Fax: +91 40 4900 ?999 Email: mati@drreddys com

CIN: L5 195AP1984PLEDDAS0T
www.drreddys.com

KeToponaxa
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ne 6onee 0,8 %,
1-KeToalANor KeToponaKa
unidentified impurity / 0.04 % “not more than 0.5 %; / se 6onee 0,5 %;
€ IHHIYHAA
HeRACHTHQUUHPORALHAS
DPHMECE
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
CyMMa npumeced
Remarlks : The Product confirms to ND/ Conclusion : APPROVED / |
[{lfpumeqanue: [Ipoaykr coorsercTayeT TpeGopanusam HYJ 3aknwaenne: ONOBEPEHO
rPrepared by/ liChetked by / Checked by (AQA) / [|Approved by: Quality Assurance/ Authorized person / 1
Hoprorosaeno: Pravesh Tiposepeno; Pardeep  |ilIposepero (AOK): |iOno6peno: ObecneucHue xauecTea/OTBEICTEERHOE
Rana ;/7 Kumar AmitKumar  Jimano: '
e y 3
li o ' c:i;c‘ j\"/i»«f
Date / Date / Date / Date / g perE
Hlaa: 22.122025 Hara: 22122005 ||fara; 22122025 |{ftara: N
" ¥ lzswii‘gdw, mu?‘a




Dr.Reddy’s

Dr. Reddy's Leboratories Lig,
Formulation Unit-6

Vill. Khat, Nalagarh Read, Baddi,
Diste, Solan, H.B, 173 205, INDIA

L1 \'.‘32'1(“{* ‘Lﬂﬂ r.;

Tl -
2y SEE A5

CERTIFICATE OF ANALYSIS . rrecdys.cora
CEPTU®UKAT AHATU3A
{Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Ketopon@’ Ixenpece (xeropoaak) TablieTKH, AMCHeprapyeMsle B 10X0CTH pra, 10 Mr
Market / Poinox :Russia / Poccus
Batch No / ] Batch Quantity / 736,00,000 tab/
Cepus N‘g _ : V2502427 OGnem cepun *36,00,000 tab
| Analytical Report No / : 040003232116 Date of Analysis/ 5, 15 5095
| AraanTryeckuii oTaer Ne Hara anammza
Date of Mianufacture / . 12/2025 Date of Expiry / . 11/2027
Jara npoHzpojcrTea T"ogxem no
Mfg, License No./ MA number: /
HponzsoacreeHHan : MNB/05/263 H : JII-Ne(004669)-(PT-RU)
omep PY
JRHHEeH3IHE Nb ‘
Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(064669)-(PT-RU}-190224
PIL version approved: / MacTpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11
I_:,:) Test / TToxazatens Results / PesyabrarTsr Specification / Hopma
8 ‘Water content / 2.2 % 1 Notmore than 7.0 %. /
Conepxanne oAbl He Gonee 7,0 %.
9 Residual solvents / OctaTounnie 0prakmuyeckKne PacTBOPHTENH
Isopropyl alcohol / 7 pg/tab / Not more than 350 pg/tab. /
Haonponanon 7 Mxr B Tabnetke He 6onee 350 mxr B TabreTke.

Conclusion

Ipumesanne: IpogykT coorsercrsyer TpeCosamaam HJL

Fxﬁai‘ks The Product confirms to NI/

APPROVED / i
3akmwouenne: OJOBPEHO

Dadte /

VPmparcd by/ 1|Checked by / " |IChecked by (AQA) / ! Approved by: Quality Assurance/Authorized person /
ﬂo,uromsne:}{o Pravesh fposepeno: Pardeep  |[TTposepeno (AOK): }|OnoSpeno: Obecneyenye kavectsa/OTBETCTBEHHOE
K urmar {jAmit Kmar \ nitie: 6@:)
£ A |
1Date 7 [Date / Date /- 2917035 n
Harta: 22.12.2025 Hara: 22.12.2025 Tava: 22.12.2025 Hara: o
- FEHSTETEy ORI St Roao iy =, Barferne sy Tymem et e e e L T A T 1

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com
CIN: LB5195AP1984PLCO04S07
‘www.drreddys.com



Dr. Reddy's Laboratories itd.
Formulation Unijt-&

Vill. Khel, Nalagarh Road, Baddi,
Solan, H.B, 173 205, INDIA
2 58001-02
Gays.com

“®?

Jr.Reddy’s

®
sl

CERTIFICATE OF ANALYSIS 5 o=~
CEPTHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
popyir: Kevopon® BKcnpecc {xeTopoaaK) TabgericH, AHCOEPTRPYEMBIC B DONeCTH pra, 10 mr

| Market / Prinox :Russia / Poccst _
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepns Ne : V2502427 Obsem cepun ' 36,00,000 Tab
Analytical Report No/ . 040003232116 Date of Analysis/ . 22.12.2025
AMaIHTRYeCKHHA 0THeT Ne Jara anannia '

{ Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Hara NpPOH3BOACTBA Tonen ao
Mfg, License No. / MA number: /
TIpousBojcTBERBAs - MNB/05/263 Hmoer: : JITI-Ne(004669)-(PL-RU)

Homep PY
| mmnensps Ne

Analysis performed according ND: / Ananns nposenen no HJI: JIT-Ne(004669)-(PT-RU)-190224

i PIL version approved: / Mucrpykons yreepsgena: 21.04.2025

Page 7 of 11 / Cyp. 7 3 11

Rana 7] Kumar Amit Kumar HALO!
| I = N “ |

i? Test / Hokasareas Results / PesynnTars Specification / Hopma
10 ] Microbiological purity*/ Muxpebuonoriyeckas 4ucrora™ '
| Total Aerobic Microbial NA not more than 10° CFU/g; /
1 Count/ obinee ¥ucno we Bonee 10° KOE/T;
| a3poOHBIX MHKPO-
OPTaHHIMOB
1 Total Combined Yeast and ' NA not more than 10% CFU/g; /
1 mold count / obinee uEcno He Gonee 102 KOE/r;
APOXKEBLIX M INECHEBBIX
rpaboE
Escherichia Coli NA shell be absent in I gram. /
1 oreyrcteue s 1 r
11 Uniformity of dosage units / 9.8 Acceptance value (4¥) not more than 15.0
OanopoadocTs TMoxasarens npuemiemocta (AF) nomxes 65T
DO3IHPOBAHHEBIX eABHNY ne Honee 15,0,
Remarks : The Product confirms to ND/ Cenclusxon APPROVED / 7
Opumeqanne: Hponyxr COOTBETCTBYET TpebosauaM HI 3axmouenwe: OLOBPEHO _
Prepared by / ' Chetked by / Checked by (AQA) / {|Approved by: Quality Assurance/Authorized person /
[loarorosneno: Pravesh Tlposepeno: Pardeep {|IIporepeno (AOK): |{iOnoBpeno: Ofecneyenne kavecTsa/OTBeTcTBEHHOE

A
o

i

Date / Date / Date / Date / VD in e Pont
Hara: 22.12.2025 I{aTa 22,12 2025 }Ia'ra 22.12.2025 Hara:

i BTy AT e TS Sy U BT ALl - e Wuss, TeaTiEas; u;um
Tel +91 4D 49{}0 2900 Fax +51 40 4900 2999, Email: mati@drreddys.com
CIN; LB5195AP1984PLC004S07
www.drreddys.com




Dr. Reddy's Laboratories Ltd,
Formulation Unit-&
Vil Khol, Nalagarh Soad, Baddi,
. Distt ‘\Ofdﬂ H.P, 173 205, MDA
CERTIFICATE OF fﬁNALYSIS Tl w8y G
CE?THQMT AHAJIHIA v dred /‘;.rom

eddy’s

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

Hpogyier: Keropea® Sienpece (keraposax) Tabrersn, AHCneprEpyesbie B NOJOCTY pia, 10 Mr

Market / Prisok :Russia / Poccus _

Batch No / - Batch Quantity / ©36,00,000 tab /

Cepaa Ne P V2502427 Ob6Lem cepun ©36,00,000 Tab

Analytical Report No / ) Date of Analysis / Cam1n

AnganTadeckHii oTaer Ne + 040003232116 Jara aganusa + 22.12.2025

Date of Manufactuife f . 12/2025 Date of Expiry / . 1172027

JaTa npomsposersa | Tonen ao _

Mfg. License No./ ‘ ' 1 MA ber: /

IIponzposcrpernas : MNB/05/263 . aumoer: 1 JII-Ne{00466%)-(PI-RU)
Homep PY

Jianeksna Ne

Analysis performed according ND: / Awanmns npoBegen no H,II JHI-N°(004669) ~(PI-RU}-190224

PIL version approved: / Hucrpywnas yreepxaena: 21.04.2025

Page 8of 11/ Crp. 8 n3 11
I;rf Test / Ilokazatens Results / PesyaeTaTst Specification / Hopma
12 | Assay/Konuuecrsernoe 16.0mg /10.0 mr From 9.0 mg to 11.0 mg of
onpegenedse (100.4 %) 1 CisHpsNOs+CHNG; (keterolac tromethamine)
{from 90.0 to 110.0 % of the label claim) per
tablet. / Or 90mr go 11,0 mr
CisHi3NO3+CH (NO;3 (xeToponaka
TpoMeTamue) (ot 90,0 nmo 1100 % or
3aRBIEHHOTO KOIMYecTBa) B Tabnerke.
13 Butylhydrexyauisole 0.0971 mg/tab / Not less than 0.042 mgftab, /
content / CogepimaHue 0.0971 wmr & Tabrerxe He menee 0,042 Mr B Tabnerke.
1 GyTMArMApOKCHAHH3ONS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumevane: TIpogyxr coorseTeTBYeT Tpebosanusm HI 3axmouenne: OJOBPEHO
Prepareci by / ' Checked by / l|Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Donroroanesd: Pravesh Ipoeepeno: Pardeep  |[fiposepeno (AOK): "Oﬂoﬁpeno ObecneverHe kadecTBa/OTBETCTREHHOE
Rana ] Kimar Amit Kumar JIHLO: .
Date / - Date/ Date/ ~|[Date / 6oty 2005
Tara: 22.12.2025 Hara: 22.12.2025 Jare:22.12.2025  ||Hara: AR2S

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2500, Fax: +91 40 4200 2998, Email: mail@drreddys.com
CIN: LB5195AP1984PLCOGASDY
www.drreddys.com



CERTIFICATE OF ANALVYSIS

Dr. Reddy’s Laboratories Lid.
Formulation Uni-6

Vill, Khol, Naiogarh Road, Baodi,
Distt. Sotan, H.P, 173 205, iNDIA
Tel: £ SE00E-02

wwiisdrred ays.am

3 Q8

CEPTHOUKAT AHAJH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tabiets 10 mg
Opoaykr: Keropon® Ixcnpecc (keroponak) TabreTkn, AUCHepTHpyenbie B 100CTH pra, 10 Mr

Market / Prisox :Russia / Poccun

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepus Ne F V2302427 | Obnem cepan " 36,00,000 Tab ]

Analytical Report No / 040003232116 Date of Analysis/ . 5, 15 2025

Anpaurrdeckrii oryer Ne Hara ananusa

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JiaTa nppXigoacrsa T'opnen no _

Mg, License No. / MA number: /

IlpouzponcrBearan : MNB/05/263 ' ’ ;. JII-Ne(004669)-(PT-RU)
) Homep PY

Jamuenzus No

Analysis performed according ND: / Ananns npoeenen no HJ: JHI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hacrpyxuns yvreepmaena: 21.04.2025

Page 9 of 11/ Cip. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 Dblisters with patient
information leaflet in a carton
pack, / Tlo 10 rabnerok B
Gamcrepe w3 (ITA/ATIZ ¢
praromornoryrenem/TI2BII)
donerx // (I1IS/AJT) donsru. Ilo
2 BrucTepa BMECTS © NMCTKOM-
BKIIABIUEM B Aa4Ky
KapPTOHHYIO.

I;;) Test / MokalaTens Results / PesynsrarThi Specification / Hopma
14 Package description / 10 tsblets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onycanse YIaKoBKK (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / Ilo 10 Tabnerox B Onuctepe u3
(MA/ANVTIS ¢ sraronoraoTrTenem/II3BIN
domern / (FID/AJ]) Qoners. Tlo 1 upm 2
OnRucTEpa BMECTE C JHCTKOM-BIUTANGIHEM B
HayKy KapTOHHYIO,

every 20 batches or one batch per year whichever is more,
* TIpH BbIRYCKeE JIEKaPCTBEHHOIO NpenapaTa KOHTPOsL Ka4ecrea no nokasareao «Muxpobuonorndecikas
HUCTOTS NPGBOAHTCA AN KaugoH 20-0ff cepuy, BN A 0AHOH cepHH B TOM, B 3ABHCHUMOCTH OT TOI'D, ¥TO

HACLYHH T pUHbIIC,

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in

Remarks : The Product confirms to ND/ Condlusion : APPROVED / -
Ilpwmevasne: [lpoaykr cootsercreyet Tpefosanmsim HJ Janiwuenue: OJOBPEHO
Prepared by/ Checked by / Checked by (AQA) / liApproved by: Quality Assurance/Authorized person /
TToprorosngHo: Pravesh Hposepeno: Pardeep  ||[Iposepeno (ACK): OAéﬁpéﬁcs: Obecneuenne kavecrsa/OTBETCTBEHHOE
Rana 1 JIKumar Amit Kumar s U1 ;

g | { A G
Date / HDate / Date / Date / 0312 best
Jlara: 22.12.2025 Tara: 22.12,2025 Hara: 22.12.2025 Hara; oo

= ErerE R ey S e Ty Ty T

FERIRIEIER

£ G G af Rettd Ve oy sy o Faetisy
Tel: +91 40 4900 2500, Fax: +91 40 4500 2955, £

CIN: L35195AP1984PLCO0AS0T
wiww.drreddys.com
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mail: mail@drreddys.cormn




B Reddy's Laboratories Lid,
Formulation Unit-&

Vill. Khot, Nalagarh Read, Baddi,
Disit. Solan, H.P, 173 205, INDIA
Tel:+81 98165 SE001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIH3A ) ””
Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon® Dxenpece (keroponak) TabaeTkn, AncmeprupyemMble B nojocty pra, 10 mr
| Market / Prraox *Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepra Ne $ V2502427 OGnem ceprn 7 . 36,00,000 Tab
Analytical Repoz‘t No/ . 040003232116 Date of Analysis / . 92.12.2025
AnanurTnieckuil oryer Ne Jara anannza
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara nporseogcTea Iogen ao
Mifg. License No. / MA number: /
HpousBoacTBeHHAN : MNB/(5/263 H ' : JIE-Ne(004669)~(PT'-RU)
amep PY
JIAneHsHH No
Analysis performed according ND: / Anamus nposexen mo HJL: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / ucrpykuus yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 3 11

API name / Hapmenonaure ADC:

K etorolac tromethamine / Keroponaka TpoMeTaMHA

TJI@:

INN/ MHH: Ketorolac / Ketoponax
API manufacturer batch number / ABSHO001415, ABSH001415
Homep cepus nponssoartens ADC:

.| FP Manufacturer API Batch number / -
Homep cepuy cy0cTARIAER NPOM3BONHETE A FESAG80171, FESA(G0217

API Manufactured by & country /
Ilpomssoaurean A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepmat'c Jlabopatopuc Jlta., Hunus

Name, address, authorization No for  FP
1 manufacturing site / Control site / Release
site /

Hanmenosanue, anpec, JANEH3 AN A%
IIpomsBoacTEeHHAR NLTomManka /[ Flnomaaxa
| xonTpoas kavecrsa / [lnomaaka suinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

noapaszgenenne-6, Bunn. Kxons, Hanarapx Poyn, banou, JucTpHkr

MNB/05/263) /
A-p Pennu’c JlaGoparopuc Jitn., Haaus, [IpoHsBofgcTeeHHOE

Conan, X.I1., 173205, Hupps (auuensus nomep MNB/05/263)

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

Remarks : The Product confirms to NDY/
TIpumevanuye: [poayrTt cooreeTcTBYET TpebobanaaM HJJ

3awsroyenne: OJJOBPEHO

Conclusion ; APPROVED / ' J’

dPre’pared by/ {iChecked by / 1iChecked by (AQA) / [|Approved by: Quality Assurance/Authorized person/ |
Floarorosmnexo: Pravesh Hpbsépe'ﬁé: Pardeep {|lipoeepeno (AOK): [Onobpeno: Obecneuecnne kavecTea/OTBETCTBEHHOE
Rana s Kumar HAmit Kumar A HL0:
< ; 3 ' A
Date / } Date / _ “ﬁa_t,é,.j’ _ Date / 40121 ) <
Tara: 22.12.2025 Tara: 22.12.2025 Hata: 22122025 ||ata: SN s

'ﬁg;istefed Olice.: 5-2-557, Roat N, %, BRlars fils, NyJelabas « JO002S, TeIangarid, T

" Tei: +91 40 4500 2900, Fax: 431 40 4900 2899, Email: mali@drreddys.com
CIN: £ 85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories L,

Formulation Unit-6
Vill; Khol, Nalagarh Raad, Baddi,
Distr. Solan, H.P, 173 205, INDIA

Tyt =t oMot E A Ty
fot 451 821066 500002

CERTIFICATE OF ANALYSIS : :

&é?

eddy's

L)

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

IIpopykr: Keropon® Ixenpece (keToponak) TabneTsu, JACHEPrHpyemMbie B OJ0CTH pTa, 10 Mr ]
| Market / Prisiox :Russia / Poccng .
| Batch No / - Batch Quantity / . 36,00,000 tab /

Cepus Ne : V2502427 Ob6nem cepHu " 36,00,000 tab

Analytical Repo:‘t No/ - 040003232116 Date of Analysis/ . 92122025

AnanuTyeckuii oruer Ne JlaTa anannsa

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

Jara npeHzBoacTea Togen Ko

Mfg. License No. / MA number: / "

IIpousBofAcTRERNAR : MINB/05/263 ’ : JHE-Ne(004669)-(PI-RU)

Homep PY

nHOen3nsz Ne ~ :

Analysis performed according ND: / Auanns nposesen no HI: JII-Ne(004669)-(PT-RU)-190224
| PIL version approved: / MucTpyknus yreepxaena: 21.04.2025

Pageilof 11/ Crp. 11 u3 11
3akmovenne 0 CooTBeTcTBHA: «HaCTOAIMM 5 NOATBEPXAAI0, YTO [IPUBENICHHAA BEIIe HHGOPMALIHs ABNIETCH
LOCTOBEPHOR M TOMHOH. JTa cepus NpPOAYKIHH IpPOH3BEJCHA (BKIIOHAS YIAKOBKY (MapKHPOBKY) H KOHTpPOJIb
KadecTBa) Ha BBOUEYKa3aHHOH npousBoxcTeeHHON ruomnagke (IINOMENKaX) B IIONHOM COOTBETCTBHH C
Tpebosanuamy Ilpasun nannexamedl NpoM3BOLCTBeHHOH npakTHKH ERpasuiicKoro 3K0HOMHYECKOrO COH3a M
TpeOOBAHHAMM KOHTPOJII KA4eCTBA JICKADCTBEHHEBIX CPEJNICTB, a TAKXKE B COOTBETCTBHH €O CHEMHQUKAIHAME,
COAEPMAIUMMHCA B PETHCTPAUMOHEOM JOChE CTPAHBI-HMIOPTEpa. 3allHCH X0 HPOH3BOACTRY, YIAKOBKE H aHANURY
IPOBEPEHE], B YCTAHOBJIEHO HX COOTBETCTBHE TpeboBanuay Ilpasna Hannexamel NpoU3BOACTREHHOM NPAKTHKH
Eppa3sulickoro 3Kx0HOMHYECKOr 0 COX03aM,

Cenclusion : APPROVED /
Jaxmouenne: OGJOBPEHO

jiIRemarks : The Product confirms to ND/
Iipumeuanne; [TponyxT cooTBeTcTRYET Tpebopanmam HI

Prepared by / Cheeked by / IChecked by (AQA)/ {|Approved by: Quality Assurance/Authorized person /
Toprotornedo: Pravesh TIposepeio: Pardeep ﬂpoaqp_ejﬂb {AOK): |[OrmoBpeno: Obecneuense KauecTBa/OTBETCTBEHHOE
Rana ');:5‘ Kuinar Adnit Kimisr THLIO; é&

i - 10
Date / Date / ' Date / B Date / “M;“;“;“;"Mg B} 1
Hara; 22.122025 Hata: 22,12.2025 Jara: 22.12.2025 flara: ’

“Reglierad OTHLE: B-2-007, Road Mo, 5, hanjars NS, HYIErabag - Seousy, TEEngae, s
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLLO0ASTY
www, drreddys.com




