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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel; +91 98165 56001 02

www.drieddys.com

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoayxT: Keropon® Dkcnpece (keTopo.iak) TabeTkH, Jucneprupyemsie 8 nogoctu pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab/
Cepusi Ne # V2500890 O6bem cepuu " 3600000 Tab
Analytical RepoE't No/ - 040002931808 Date of Analysis / . 13.05.2025
AHanuTHYeCKHH oTyeT Ne JlaTa ana/in3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoacTBa I'open o -
galE: LCues DOy _ MA number: / . JITI-Ne(004669)-(PT -
IIpounzBoacTBeHHAR . MNB/05/263 :

Homep PY RU)
JHIeH3ds Ne

_Anal_vsis performed according ND: / Anauu3 nposeaen no HJ(: JIIT-Ne(004669)-(PT'-RU)-190224

Page10of9/Crp. 1 u39

No | 5 .

No | Test / MokasaTens Results / PesyabTaTbi 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. / Kpyrible
side. / Kpyrible nfockue nnockue TtabneTkn ¢ (Gackoil, CBETIO-
TabneTky ¢ dackoii, ceeTno- JKeNTOro uBeTa ¢ rpaBlpOBKOH «l» Ha
JKENTOTO LBETA C TPABHPOBKOH OLHOM CTOPOHE.
«l» Ha OQHOI CTOPOHE.

2 Identification / Unentuduxanus

Ketorolac / Kemoponak

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnekTpbl NOrMOLIEHHUS

UCTILITYEMOTO  pacTBoOpa M PacTsopa
CTaHOapTHOTO  o0pasua  KeTopoJiaka
TpoOMeTaMUHa JOJIKHBI HUMeTb

MaKCUMYMbl TIpH OAHOI U TOMN e UInHE
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

[Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboanuaM HJT 3axmouenue: OJOBPEHO

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

Qo - .

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauressb

Amit K e
mit Kumar /\(/

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0OA507
www.drreddys.com



Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS .,
CEPTHOPHUKAT AHAJIM3A

1401 82166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating_Tablets 10 mg
Ipoayxrt: Keroposn® Dxcnpecc (keToposiak) TabieTKH, JHCIIEPrEpyeMble B M10J10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab/
Cepus Ne i V2500890 O6bem cepuu " 3600000 Tab
Analytical Repourt No/ - 040002931808 Date of Analysis / . 13.05.2025
AHaTHTHYECKHH 0T4YeT Ne Hara ananausa B ]
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npon3BOACTBA I'onen no ]
Mfg. License No. /

< MA number: / _ JIII-Ne(004669)-(PT -
IIpousBoacTBeHHas : MNB/05/263 Homep PY " RU)

Junen3ua Ne

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

Page2 of 9/ Cip. 239

No |

Test / [Toka3arennb
No

Results / PesyabTaTsl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems yaepKuBaHUs
OCHOBHOIO [MHKa Ha XpoMaTorpamme
UCTIBITYEMOro pacTBOpa TOJIKHO
COOTBETCTBOBATH BPEMEHU YIEep/KWBaHHS

OCHOBHOTO MWKa Ha XpoMmarorpamme
pacTBOpa CTaHAaPTHOrO oOpazua
KeToposiaka  TpOMETaMMHa  (pasnen

«KosiMuecTBeHHOE ONMpPENETEHHEN).

Remarks: The Product conforms to ND/
[pumeuanwue: [Tpoaykt cooTBercTByeT TpeGoBaHusm HJI

Conclusion: APPROVED /
Jaxmouenue: ONOBPEHO

Prepared by / Checked by /
[Toarorosneno: Ramakant

[IpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

d A
Amit Kumar /\ //

0
\

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

DI'. Reddy’s ‘.. Vill. Khol, Nalagarh Road, Baddi,

istt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS > >°°"

Tel:+91 98166 56001-02
CEPTU®UKAT AHAJIM3A | .\ drred dys.com

'Product : Ketorol Express (ketorolac) OrallyT)isintegraﬁng Tablets 10 mg
Mpoayxkr: Keropoa® Jxenpece (keTopoaak) TabieTKH, JucHeprupyemMblie B 10J10CTH pra, 10 Mr

Market / Poinok :Russia / Poccus -

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne 3 V2500850 O0bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002931808 Date of Analysis / . 13.05.2025

AHa/IMTHYEeCKHi oTueT No JlaTa anaaun3a

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

Hara npousBoacrea - Toaen no

Mfg. License No. / . .

IIpoussoacTBeHHAN : MNB/05/263 M numb ety : T NHD04562) (Gl

Homep PY RU)

_JIMIeH3Hs Ne

Analysis performed according ND: / Anaim3 nposeaen no HJI: JHI-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3m39

i.f Test / Moka3aTenb Results / Pe3yjabTaTthi | Specification / Hopma
Butvihvdroxvanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bvmuacudporcuanuszon 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). / BpemeHa
yaepKHBaHHA MHKOB
2-0yTUNTHAPOKCHAHH301A )%
3-0yTUArnapoKcHaHu3oNa Ha
XpoMarorpamme HCTbITYEMOro pacTBopa
HOJDKHBL  COOTBETCTBOBATb — BpEMEHaM
yaepKUBaHHs [IHKOB
2-0yTUNTHAPOKCHAHU30TA H
3-6yTUATHOPOKCHAHH30M1A Ha
XpomaTorpaMme pacTBopa CTaHAAPTHOIO
obpasua OyTunrufpokcHannsona (pasaen
«Conepxanue
| OYTHATHAPOKCHAHU30TIAR).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Tpoaykr coorBercTByeT TpebosaHusam HJT 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosaeno: Ramakant [posepeno: Pardeep Kumar | Onobpero: Menemxkep / Pykosonurennb
Q&R \L‘j .. f Amit Kumar L
~ = A/ —
Reprint Date / ' Reprint Date / Reprint Date / 1
Hara: 15.05.2025 Hara: 15.05.2025 Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

oo roni Ny

CEPTUP®UKAT AHAJIM3A

TJel : +51 58166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keTopo.iak) Tab/1eTKH, JucneprupyemMblie B 0J0CTH PTa, 10 mr

|
JHueH3ud Ne |

Market / Poinox :Russia / Poccus
Batch No/ , | Batch Quantity / 3600000 tab /
Cepns N2 ) V2500_890 | O6bem cepun " 3600000 Tab
. H .
Analytical Repovrt No/ - 040002931808 | Date of Analysis / . 13.05.2025
AnasuTHieckHii oruer Ne | ara anaansa -
| .
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTta npousBoacTBa - | Conen o B
?[Hi}nl;laﬁge;::{.;n : MNB/05/263  MA mumber: / e S N(UOE66(ET
P : Homep PY " RU)

Analysis performed according ND: / Anaans nposeaen no HJI:

JITI-Ne(004669)-(PT-RU)-190224

Page 4 of 9/ Crp. 4139

|
| i.:) Test / [Tokazarenb Results / Pe3ynbTaTsl : Specification / Hopma
= - {
3 Average weight / Cpeanss 68.8 mg / 68.8 mr ‘ 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). / |
macca . | O7t67,2wmrno 72,8 Mr (70,0 Mr + 4,0 %). |
Complies / CooTBeTCTBYET |
Uniformity of weight / 18/20 tablets - not more than = 10 %; |
OaHOpPOAHOCTHL Macehl 2/20 tablets - not more than + 20 %. / |
18/20 Tabnerok — He Oonee + 10 %; |
2/20 tadnetok — He 6onee = 20 %. |
|
4 '_Disintegration time / 00 min 20 sec / 00 muH 20 cek Not more than 3 min. / He donee 3 mus. |
Pacnagaemocthb
5 Dissolution / PacTBopenue Unit-1/ Tadn-1 98 % Not less than 75% (Q) of ‘|
. ~ CsHi3NO;3C4H 1 1NO3 (ketorolac |
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He menee
Unit-3 / Tadn-3 99 % 75 % Q) Ci5sH;3NO;5-C4H1NO;
. (keTopoJiaka TpOMETaMHH) Hepes 15 MuH. J
Unit-4 / Tabn-4 102 % |
Unit-5 / Tabn-5 96% '
Unit-6 / Tabn-6 99%
i

Remarks: The Product conforms to ND/
[Tpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: Ramakant [Tpoeepeno: Pardeep Kumar | OpobpeHo: Menemkep / F&’Kosoamenb
M“LD I _ Amit Kumar r\‘_‘/:f
[l
Reprint Date / ! Reprint Date / Reprint Date /
MHara: 15.05.2025 Hara: 15.05.2025 Hara: 15.05.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999,

Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s Q_’o.

CERTIFICATE OF ANALYSIS

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

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

Tel 1 +91 03166 56001-02

CEPTUO®UKAT AHAJIU3A

iel:+J1

www.drreddys.com

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

Hpoavkr: Keropoa® Fkcnpece (KeTopoJiak) TabIeTKH, AHCIIEPrHpPyeMbIe B MOJ0CTH pTa, 10 mMr
| ) poJt p p ACIIEPrHP) p

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepns Ne E V2500890 O6nem cepun " 3600000 Tab
Analytical Repourt No / . 040002931808 Date of Analysis / 13.05.2025
AHaJTuTHYeCKHH oTueT Ne JaTa ananusa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
Hdara npousBoacTBa I'ogen g0 o
Mg laicensediog’ _ MA number: / _ JITI-Ne(004669)-(PT -
MpouzBoacTeeHHasn : MNB/05/263 ;

Homep PY RU)
JHueH3us Ne

Page Sof 9/ Crp.5u3 9

1;.00 Test / lNoka3aTennb Results / Pe3yabTaThl | Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTb 710 um sieve is formed. / Odpazyercs
OQHOpOAHAs CYCMEH3HA, Mpoxoaswas
CKBO3b CHTO C pa3MepoM OTBEpCTHH
710 MKM.
7 Impurities / [Ipumecn
1-hydroxy analog of | Below LOQ (LOQ =0.032%) /| not more than 0.5 %; / ne Gonee 0,5 %;
ketorolac: / Hinxe npenena KONMYECTBEHHOTO
1-rugpoKkcuaHanor onpenenerus (ITKO = 0.032 %)
KETOpoJlaKa
1-keto analog of ketorolac / | 0.03% not more than 0.8 %; / He 6onee 0,8 %;
1 1-KkeToaHaNOT KeTopoIaKka |
| - : s ;
unidentified impurity / 0.02% not more than 0.5 %; / e 6onee 0,5 %:;
eAMHUYHAas
HengeHTHhHUYPOBaHHAas
npumech
| total impurities / 0.0484% not more than 1.0 %. / ue Gonee 1,0 %.
cymma npumecei
8 Water content / 24 % Not more than 7.0 %. /
Coaep:xkanue BOAbI He Gounee 7,0 %.

Remarks: The Product conforms to ND/
Ipumewanue: [IpoaykT cooTBeTcTBYeET TpebopaHusM HJT

3aka

Conclusion: APPROVED /

wuyenne: OJOBPEHO

Prepared by /
Hoarorosneno: Ramakant

Checked by /
IIpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Amit Kumar ~
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.05.2025 Jara: 15.05.2025 Hara: 15.05.2025

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

CIN: L85195AP1984PLC0O04507
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

nace moNnt N

Tel: +51 981066 500U1-0L

CEPTM®UKAT AHAJM3A |\ drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoaykr: Keropoa® Jxcnpece (keropo.iak) TabaeTkh, AHCeprupyemMble B m0JI0CTH pTa, 10 Mr -
Market / Poinok :Russia / Poccus o
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne § V250050 O6bem cepHH " 3600000 Tab
Analytical Repourt No/ - 040002931808 Date of Analysis / . 13.05.2025
AHajiHTHYecKHH oTueT Ne JaTa ana;n3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npou3BoacTBa I'oaen oo 1
Xl TScnse R0 _ MA number: /  JITI-Ne(004669)-(PT-
IMpouseoacreeHHas : MNB/05/263 ;
Homep PY RU)
| AHueH3Hs Ne
Analysis performed according ND: / Anaaus nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ C1p. 6 u3 9

‘1:.:) Test / [Noka3aTe/b Results / Pe3yabTaTthbl ‘ Specification / Hopma ll
9 Residual solvents / OcTaTouHble OPraHHYeCKHE PACTBOPHTEH |
Isopropyl alcohol / 3 pgltab / Not more than 350 pg/tab. / [
H3onponaHon 3 MKr B TabneTke He Gosiee 350 mkr B TadaeTke. \
10 Microbiological purity®/ Mukpo6uoJsiornyeckas yucrora* - o J
Total Aerobic Microbial not more than 10° CFU/g; / ]
Count / o01ee UUCIo NA ne donee 10° KOE/r; |
a’pOOHBIX MUKPO-
; OpraHH3MOB 1
Total Combined Yeastand | not more than 10> CFU/g; /
mold count / o6uiee uucno NA ne Gonee 10° KOE/T;
JPOACKEBBIX U MIECHEBBIX
rpudos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1 T.
11 Uniformity of dosage units / 4.5 Acceptance value (4V) not more than
OnHopoaHoOCTb 15.0 TNokasarens npuemaeMocty (41)
A03UPOBAHHDBIX €AUMHHUL NoJ/uKeH ObiTh He Oonee 15,0.

Remarks: The Product conforms to ND/
Ipumeuanwue: IIpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akawuyenne: OJJOBPEHO

Jlarta: 15.05.2025

Jlara: 15.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Ramakant I[Tposepeno: Pardeep Kumar | Onobpeno: Meuenxkep / PykosoauTess
' p Amit Kumar A
el ol — \/\/-/
Reprint Date / \ Reprint Date / Reprint Date /

Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC00O4507
www.drreddys.com




[ X
Dr.Reddy’s ‘%’

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS i S N

Tel : +61 96166 56001-02

CEPTU®UKAT AHAJU3A . drreddys.com

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

Tpoayxrt: Keropon® Jxcnpecc (keTopoaak) TabJjieTKH, AMCIepripyevibie B nosocti pra, 10 mr

Market / PoiHok :Russia / Poccus
Batch No / _ | Batch Quantity / ~ 3600000 tab /
Cepusi Ne ? VEotliso0 ‘ O0bem cepun " 3600000 Tab

. | .
Analytical Repo:‘t No/ - 040002931808 | Date of Analysis / - 13.05.2025
ARnangurHuecknii oTueT Ne | MaTa anaaunza
Date of Manufacture / - 04/2025 ‘ Date of Expiry / - 03/2027
MaTa npou3Bogcrsea | 'ogen g0
Mfg. License No. / |

) MA number: / ~ JITI-Ne(004669)-(PT'-

IIpousBoacTBeHHAA : MNB/05/263 Howep PY " RU)

_unensus Ne

Analysis performed according ND: / Anaans nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

[ No

Page 7of 9/ Crp. 7u3 9

|
No Test / MokasaTens Results / Pe3yabTaThl | Specification / Hopma
12 Assay / KoinuecTBeHHOe 10.0 mg / 10.0 mr | From 9.0mg to 11.0 mg of
onpeneeHne (100.3 %) CsH13NO3C1H | 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr go
11,0 mr Ci5H13NO3*CsH | INO;
(keToposaka TpomeramuH) (ot 90,0 mo
110.0 % oT 3adABJIEHHOTO KOJIHYECTBA) B

| OyTHJArHApOKCHAHH3O0NA

l TadneTke.
13 : Butylhydroxyanisole 0.0938 mg/tab / Not less than 0.042 mg/tab. /
| content / Coaepxanue 0.0938 mr B TabneTke He menee 0,042 mr B TabneTke.

14 [ Package description /
OnucaHne ynakoBku

10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/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. / Ilo 10 Tadnetox B
information leaflet in a carton | Onucrtepe u3 (MA/AJITTD c
pack. / Tlo 10 tabnerox B | Bnaromornoturenem/[IDBIT) donbru //
omucrepe w3 (TIA/AJVITD ¢ | (IID/AJT) donsrn. Tlo 1 vmu 2 Hauctepa
snaronornoruteneM/I12BIT) BMECTe C JIMCTKOM-BKJIAIbIIIEM B MAYKy
donsru // (T13/AJ1) gonbru. [lo | KapTOHHYIO.

2 Onucrepa BMECTE C JIUCTKOM-
DIIAALILLEeM B naky
KapTOHHYIO.

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

B

I[Tpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuam HJJ Zaxawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant [Tposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pyxosonuresnb

oi———;‘ Amit Kumar /\(/ o;

Reprint Date / Reprint Date / Reprint Date/ ¥
Jara: 15.05.2025 Jara: 15.05.2025 Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



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

Dl'. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

|_P_roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoak) Tab1eTKu, AHCHEPIHPYEeMbIe B 1010CTH PTa, 10 mr
| Market / Poinok :Russia / Poccus

| Batch No / } Batch Quantity / ~ 3600000 tab /
| Cepust Ne + V2500890 | O0Bem cepun ~ 3600000 Tab !
Analytical Repo“rt No/ - 040002931808 Date of Analysis / . 13.05.2025 |
_AHaanTHyeckmii oTuer Ne Jara anaauza |
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
[JaTa npou3BoacTBa I'oneH 1o |
Mfg. License No. / . . |
| Tlpon3BoAcTBeHAAst : MNB/05/263 MA number: / g JHIENE004662)=(ETF= |
Homep PY RU)
auien3us Ne |
| Analysis performed according ND: / Anan3s nposesen no HJI: JITI-Ne(004669)-(PT-RU)-190224 |

Page 8 of 9/ Ctp. 8 u3 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 BhINycKe JIEKAPCTBEHHOI 0 NpenapaTa KOHTPOJb Ka4ecTBa 1o nokasaresnio «VInKpobuoJiornieckas
YUCTOTA» MPOBOAMTCA AJIs1 KakAo# 20-0ii cepuu, HJIH A OAHOH CEPUH B rojl, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYNUT paHblue.

Ketorolac tromethamine / Ketoposiaka TpoMeTaMUH |
Ketorolac / Ketoponak

| API name / Hanmenosanne A®C:
INN / MHH:
API manufacturer batch number /

Homep cepun nponssogutens APC: e |
FP Manufacturer API Batch number / |
Homep cepiu cyGcTAHIHH NPOH3BOAMTESA FESA00033

rJid: l
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouszBogutens A®C, crpana: J-p Peanu'c Jlabopatopuc JIta., Muaus

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) /

HaunmeHoBaHHe, ajipec, JHUEH3HA AJI1 II-p Pepnu’c Jlabopatopuc Jlta., Maausd, [lpoussoacTBenHOe
IMpoussoacreennas miomwanka / [Lnomaaka noapasaenenve-6, Bunn. Kxons, Hanarapx Poyn, baqau, Inctpukrt
KOHTPOJIAl KauecTBa / IL10o1agKa BLINYCKA Conan, X.I1., 173205, Uuausa (iuuensus nomep 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/
[Tpumeuanue: ITponykr cooTBeTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
Zakmwuenne: OJOBPEHO

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

[ToaroTorneHo: Ramakant\_\ ITposepeno: Pardeep Kumar | Opobpeno: Menemxep / Pykosoauresnn
f Amit Kumar =

Reprint Date / Reprint Date / Reprint Date/

Jara: 15.05.2025 Jara: 15.05.2025 JHara: 15.05.2025

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: L85195AP1984P1.C004507

www.drreddys.co
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Dr. Reddy's Laboratories Ltd.
& Formulation Unit-6

Dl". Reddy,s ‘... Vill. Khol, Nalagarh Road, Badd},

= e e e ___ Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS _ " 0"l 2o o
CEPTU®UKAT AHAJIUBA o drreddys.com

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

Ipoaykr: Keropoa® Ixcnpece (keToposak) 1aduierkn, ANCHEPrApyeMbie B MOJOCTH P14, 10 mr B |
Market / Poinok :Russia / Poccus
Batch No/ , Batch Quantity / 3600000 tab /
Cepns Ne + V2500890 O6nem cepun " 3600000 Tab6
Analytical Repo:'t No/ . 040002931808 Date of Analysis / . 13.05.2025
AnaauTH4ecKuii oTuer No JlaTa anannza

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

| laTa npon3BoacTBA Togen a0 B

| .

| Mg LicenseiNo.J/ _ MA number: / ~ JITI-Ne(004669)~(PT -
IMpou3soacTBeHHARA : MNB/05/263 ;

Homep PY RU)

| aruen3us Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-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».

3ak/roueHHe 0 cooTBeTcTBHH: «HacTosIuM s NOATBEPXKIal0, YTO MPHBEICHHAS BbIIIE MHQOPMALIHS SABILCTCSA
JOCTOBEpHO# M TOYHOH. DTa cepHsl MPOAYKLMH HPOM3BeleHa (BKIIOYAs yNakoBKy (MapKMpOBKY) M KOHTpPOJIB
KauecTBa) Ha BHIIIEYKA3aHHOW IPOM3BOACTBEHHOH IUIONIaAKe (IUIOI@AKax) B TOJHOM COOTBETCTBHM C
TpeboBanusMu [IpaBu Hajexalledl MPOM3BOJACTBEHHOH MPakTHKH EBpasuiACKOro 3KOHOMHYECKOTO COMO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeboBaHUAMHU KOHTPOJISA Ka4eCTBa JICKAPCTBEHHBIX CPENCTB,
a TakXe B COOTBETCTBHHU CO CIIEUPHUKAIIUSIMH, COAEPKAUMMHUCA B PETHCTPALMOHHOM JIOChe CTPaHbI-MMIIOPTEPA.
3amnCH 10 IPOU3BOJICTBY, YIIAKOBKE M aHA/TM3Y IPOBEPEHbI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHuAM IIpaBui
HaZJIeKalle IpOM3BOICTBCHHOHN IPAaKTUKU EBpasHHACKOro 9KOHOMHYECKOTO CO03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
I[Ipumeuanue: [TpoaykT cooTBeTcTBYET Tpebopanuam H/ 3axawouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloarororneno: Ramakant TIposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
f Amit Kumar P

divd = A==
Reprint Date / i Reprint Date / Reprint Date / '
Hara: 15.05.2025 Hara: 15.05.2025 Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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