Dr.Reddy’s 1;0

CEPTHOHKAT AHAJIU3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P, 173 205, INDIA
Tel . 491 28165 56001-02
www.drreddys.cam

|Pr6du;t : Ketorol Exp;:s_s (ketorolac)_ﬁally Disintegr_ating Tablets 10 mg

Mpoayxkr: Keropoa® Jxenpece (KeTOpoAaK) rabaect i, AlCHEPripyemes

¢ B mostocTH pra, 10 mr

Market / PoiHOK :Russia / Poccus - = i
Batch No / - V2501181 Batch Quantity / _ 3600000 tab / i [
 Cepist Ne : O6Bem cepi - 3600000a6 |
Analytical Repovrt No/ - 040002976390 Date of Analysis / . 29.06.2025 -
 Anagnruyeckui oryer Ne Jlata anaausa Nty sl M
JI]):ate of Manufacture / . 05/2025 Date of Expiry / . 04/2027
[arta npousBojcTBa . | T'open no - g el
Mfg. License No. /
IIponssoacTrBeHHAN . MNB/05/263 MA number: / 2 JIE-N(004669)-(PT-
Homep PY RU)
| mnensis Ne —

| Analysis performed according ND: / Auax

' Neo
Ne
1

Test / Moka3aTenb

Descripti_on / Onucanue

| Identification / Pluen'rud)uxaduﬂ

H3 IpOBE/IeH Mo HII: JIH—]«E{DU—&G(:‘J;_-_{I‘I -RU)-190224 u
Page1of9/Crp.1m39

Results / Pe3yasTaTil

Specification / Hopma

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrabie niockue
TabneTkH ¢ packoH, cBeTI0-
WENTATO TIRETA C TPABUPOBKON
«/» Ha OQHOH CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyribie
wiockue TabneTkn ¢ ¢ackoit, cBeTno-
XENTOro LBETa ¢ IPaBHPOBKOA «I» Ha
OIHO CTOPOHE.

" Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2n0m). / VO-crekTpbl MOTNOMEHHSA
MCIIBITYEMOTO pacTsopa M  pacTBopa
crapgapTHoro  obpasua  ketopojaxa
TpoMeTaMHHa ZOMKHE] UMETh
MaKCHMYMbI TIPH OJIHOM U TOM Xe LJIHHE
BOJHEI (+ 2 HM).

Remarks: The Product conforms to ND/
[TpumeuaHnue: I[Tponykr cooteercTByeT Tpebopanuam HIl

Baxn

Conclusion: APPROVED /

ruenne: OJIOBPEHQ

Prepared by / Checked by / Approved by: Manager/Exedutive /
HoarorosneHo: Yogesh Chauhan | ITposepeno: Pardeep Kumar | Onobpeno: MeHemkep / Pyoson f"rcn b
v & Abhishek Chauhan

7 . ,
Reprint Date / — > Reprint Date / Reprint Date /
Hara: 29.06.2025 Hata: 25.06.2025 Ilata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':‘.

J-Pﬁr;&_u—c_t—:_Kédtaol Express (ketorolac) 6raily Disintegrating Tablets 10 mg
Hpoayxr: Keropoa” Jxcnpece (Reropoak) Tabaerii, ANCHEPripyesbic B MOTIOCTH PTa, 10 Mmr

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

vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, iINDIA

CERTIFICATE OF ANALYSIS "0 “00/cc'cc001 00
CEPTHMOMKAT AHAJM3A | aedays.com

Market / PeiHOK : Russia / Poccust

Batch No / . V2501181 Batch Quantity / ~ 3600000 tab / a
Cepua Ne ) O6wem cepuin " 3600000 Tab
Analyn;al RepoE't No/ . 040002976390 Date of Analysis / . 29.06.2025
AHanuTHdecKHil oTaeT Ne JaTa anau3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

| Mata npoxn3BoACTBA Tonen a0 B I

Mfg. License No. /

IlpouzBoacTBEHHAS : MNB/05/263 IB_;IA m";;’,er' 4 - g(l})-Ne(004669)-(PF-
annensus Ne il

Analysis performed according ND:

/ Ananus nposegen no HJI: JHI-M(OD‘!GG‘))—(PF«-R[D-190224

Page2 of 9/ Crp.2 n3 9

No

No Test / lloka3zaTenn

Results / PeayibTaThl

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 ynepxrBauua
OCHOBHOTO MMKa Ha XpoMmaTorpamme
HCIEBITYEMOTO pacTBopa TOJIKHO
COOTBETCTBOBATL BPEMEHU YAEPXKUBAHMSA
OCHOBHOTO MMKa Ha XpoMaTorpamme
pacTBopa CTaHAApTHOTO obpazua
KeTOponaka  TpoMeTaMHHa  (pasjesn
«KonuiecTBEHHOE OTIPENCTIEHUEY).

Remarks: The Product conforms to ND/
[Mpumeuanue: [IpoxykT cooTseTcTBYET TpeboBanuam H]T

Conclusion: APPROVED /
3axmouenne: OQJJOBPEHO

Hara: 29.06.2025

Hata: 29.06.2025

Prepared by / Checked by / Approved by: M:maguja' /Executive /

IoarotosieHo: Yogesh Chauhan | [IpoBepero: Pardeep Kumar Qupobpeno: Menezukep / Pyx BOAUTENH
N . Abhishek Chauhan | T

Reprint Date / = Reprint Date / Reprint Date /

Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indlia
(8]t +51 40 4500 2900, Fax: +91 40 4900 2999, Lrnail: mail@drreddya.com
CIN: L85125AP1984PLCON4507

www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

Tel 1 +91 93156 56001 02

www.drreduys.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
__l_lpt__}ilxl_\_‘lz_l{_m‘n]}nn ¥ Jrenpece (KeTOPOAAK) TADJETRY, CHEPripyemble B M0J0CTH pia, 10 Mr

Market / Puinok :Russia / Poccus

Batch No / . V2501181 Batch Quantity / ~ 3600000 tab /

Cepus Ne d OGbem cepin " 3600000 Tab

:nalytlcal Repo“rt No / . 040002976390 Date of Analysis / . 29.06.2025
HanuTHUeckmil oTaeT Ne B Jarta anaausa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jlara npon3BoAcTBA | Topen a0

Mfg. License No. /

ITpousBoacTBEHHAS : MNB/05/263 MA number: / : JII-Ne(004669)-(PT -

Homep PY RU)
nHneH3ud Ne

| Analysis performed agqqniiu_g ND: / Anaans nposeten no HJL: JII-Na(004669)~(P1 -R1)-190224

|

Page30of9/Crp.3 w39

N
Noo Test / IlokasaTenb Results / Pesyjibrarbl Specification / Hopma
= =
Burylhydroxyanisole / Complies / CoOTBETCTBYET The retention times of 2-
Bymunaudpoxcuanuson butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«ConepxaHue
OYTHATHAPOKCHAHH3ONIA).

chromatogram of (he lest solution should
correspond by the retention times to 2-

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / BpeMmeHa
yIOepXHBaHKA TTHKOB
2-6yTHATMAPOKCHAHK30MIa H
3-GyTHNrHAPOKCHaHHU30Ma Ha

XpOMATOrPaMMe HCBITYEMOTO PacTBopa

JOJDKHBl  COOTBETCTBOBAThL  BpeMEHaM
yOEPKHUBAHUA MHKOB
2-6yTHNTHAPOKCHAHN30IA u
3-6yTIWIrHApOKCHAHN301a Ha

XPOMATOrpaMMC pPacTBOpa CTAIAAPTIOro
o6pastia GyTHWIrHApOKcHaHn3oNa (pasnest

38
the

Remarks: The Product conforms to ND/

[Ipumeuanue: [Iponykr cooTseTcTByeT TpeGOBAHUAM HJT

Conclusion: APPROVED /
3axnrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TlonroTosineHo: Yogesk Chauhan | Tlposepeno: Pardeep Kumar | OnoGpero: Menemkep PykoBonuTens
N . Abhishek Chauhan
P L =
Reprint Date / - Reprint Date / Reprint Date /
Hara: 29.06.2025 JHara: 29.06.2025 Jlara: 29.06.2025

Registered Officc: 8 2-337, Roa(‘j No. 3, Banjara Hills, Hyderahad - 500024, Jelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507

www.drreddys.com




Dr. Reddy’é ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulation Unit-6 ‘
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel . +51 93166 56001 02

N el el =k CEPTHOUKAT AHAJTTH3A www,dLeddys.com L
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg d
_@Qg)ﬂ:jﬁg@pm:"" Irenpece (KeTopoIak) Ta0IETRE, ANCHEPrupyesMbie B HOMOCTH 1A, 10 mr

Market / Prinox :Russia / Poccust

Batch No / . V2501181 Batch Quantity / ~ 3600000 tab /

Cepus Ne ' OGBem cepiti " 3600000 Tab
Analytical Repourt No / . 040002976390 Date of Analysis / . 29.06.2025
AHaaurHyecKHi oTueT Ne llaTa aHaJIH3A _ =
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Mara mpoussoacTsa Topen 10 i
Mfg. License No. / !

IIpouseoacTBeHAAsN : MNB/05/263 MA number: / ; JI-Ne(004669)-(PT-

Homep PY RU)
Jnnensis Ne |

| Analysis performed according ND: / Ananu3s nposeaen uo H)L: JOI-Ne(004669)-(PT-RU)-190224

Page4of 9/ C1p. 4 139

OaHopoAHOCTE MAacCChl

1;2 Test / okasaTens Results / Pe3yjibTaTh! Specilication / Hopma
3 Average weight / Cpeansist 69.7 mg/ 69.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ort 67,2 mr o 72,8 mr (70,0 Mr £ 4,0 %).
Complics / COOTBETCTBYET
Uniformity of weight / L8/20 tablets - not more thatt £ 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — uc Gonee = 10 %;
2/20 Tabnerok — He Goxnee + 20 %.

4 Disintegration time /
Pacnagaemocts

00 min 16 sec / 00 muu 16 cex

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

Tpumeuanune: Iponyxr coorsercreyer Tpebonatmsm HIT

5 Dissolution / PacTeopenune Unit-1/ Taén-1 102 % Not less than 75% (Q) of
. C15sH3NO3°C4H [ NO; (ketorolac
Unit-2 / Ta6n-2 97 % tromethamine) in 15 min. / He McHee
Unit-3 / Ta6n-3 95 % 75 % Q) C15Hi3NO3+C4Hy 1 NO3
. (xeTopoNaka TPOMETaMMH) depes 15 MH.
Unit-4 / Tabn4 101 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Zakaruenne: OJOBPEHO

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

Tlonrotonero: Yogesh Chauhan | ITposepeno: Pardeep Kumar | Omobpeno: Menemxep /| Pykosgaurent
Y s J Abhishek Chauhan 7JI

Reprint Date/ Reprint Date / Reprint Date /

Jata: 29.06.2025 Hara: 29.06.2025 JHara: 29.06.2025

Ragistered Nffire: 8 72337, Raad N, 3, Baniara Hills, Hyderabad - 500034, Telangan, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLC0O04507
www.drreddys.corn




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +971 98256 56002-02

www.drreddys.com

Product : Ketorol Express (ket_or;)lac) Orally Disintegrating Tablets 10 mg
[poaykr: Keropoa® Ixenpece (Reropoaak) rabaerk, ARCHCPripyesbie B M0JI0CTH pra, 10mr

| Market / Poinox Russia / PoccHa . e R i
Batch No / V2501181 Batch Quantity / ~ 3600000 tab /

| Cepust Ne N = O6beM cepii " 3600000 Ta6
Analytical Repo.,rt No/ . 040002976390 Date of Analysis / . 29.06.2025
AHannTnueckHii oTder Ne Hata aHann3a —
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

 JlaTa nponssojcTBa Tonen g0 i o~ T T
Mifg. License No. / ' . o
MponssoacTsennas . MNB/05/263 EA nur;;)’cr. / ; g{[})—N-(004669)-(PI".

| mMueH3Hg Ne iy RS-

| Analysis performed according ND: / m.n:n_s npqséggq. no HJI: JII-Ne(004669)-(PI-RU)-190224 9
Page50f9/Crp.Su39

No

|
l
-a
|
|

|

7 Impurities / IIpitmecy

No Test / [TokasaTenn Results / Pe3yibTaThl Specification / Hopma
6 | Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
AncnepcHocTs 710 um sieve is formed. / OBpazyercs

ONHOpOAHAdA CYCMEH3HsA, TpoXonsast
CABUSL CHTO ¢ [PAIMCPOM  OTBEPCTHH
710 MkM.

T-hydroxy analog of
ketorolac: /
1-ruapoxcHaHamor
KeTOpoJaKa

1-keto analog of ketorolac /
1-KeToaHaANIOT KeTopoJiaKa

Below LOQ (LOQ = 0.0032 %) /
Hinke npenena KOJMYECTBEHHOIO
onpegenenns (TTKO = 0.0032 %)

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

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

not more than 1.0 %. / ne 6onee 1,0 %.

not more than 0.8 %; / He 6onee 0,8 %; ‘

: - = 0.10%
unidentified impurity /
eJUHUIHAA
HEeHOeHTHHIHPORAHHAS 0.01%
NIpEMEChH
"~ total impurities / 0.1%
cyMMa npumeceit
8 | Water content/ ) 23 %

CoaepxaHue BOAb!

Not more than 7.0 %. /
He 6onee 7,0 %.

Remarks: The Product conforms to ND/
[Tpumeuansie: IIpofyKT COOTBETCTBYET TpeboBaHUAM HA

Conclusion: APPROVED /
3axmouenne: ONOBPEHO

Prepared by /
I1oaroToBIEHO: Yoge_éh Chauhan

W Lo

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Ejxecutive /
Ono6pero: Menemxkep / Pykorguites
Abhishek Chauhan f

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Jara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Jlyderabadi - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2959, Email: mal@drreddys.com
CIN: L85125AP1984PLCO04507

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

CEPTHOHKAT AHAJIM3A

Tel:+51 93155 56001-02

www.drreddys.com

P;raau-cTz_ “Ketorol Exl_)ress (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayxr: Keropoa™ Jrenpece (KeToponax) TabacTs, INCHePripyemsic B nosioct pra, 10 mr s N
Market / PoiHOK :Russia / Poccus
Batch No / ; Batch Quantity / 3600000 tab /
Cepun Ne V20U O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002976390 Date of Analysis / . 29.06.2025
AnanuTnyecknii oTuer Ne Jlara apAaMM3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jlara npon3nojcTBa | T'open j1o _
Mfg. License No. /
TlpouzBoacTBenHAS : MNB/05/263 MA number: / : JIL-Ne(004665)-(PT -
Homep PY RU)
| amuenzus Ne —

| Analysis performed according ND: / Anaau3 nposeies no H/T: JIT-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Cip. 6 w39

];: Test / [Tokazarenn Results / Pesynbrats Specification / Hopma

9 Residual solvents / OcraToyHbie OpraHH4ecKUe pacTBOPHTENH

Isopropy! alcohol /
HRonponavan

13 ug/tab/
13 Mkr B TabyieTke

Not more than 350 pg/tab. /
He Gonee 350 mMxr B TabneTke.

10 Microbiological purity*/ Muxpo6uonoruuecikas uncrora®

"ot more than 10° CFU/g; /

OpHopogHOCTb
AO3MPOBAHHBIX €AHHHL

Total Aerobic Microbial NA
Count / ob1ee YUCI0 e Gonee 10° KOE/r;
a3po6HBIX MHUKDO-
OpraHH3MOB
Total Combined Yeast and NA not more than 10° CFU/g; /
mold count / obniee yucno re Gonee 10? KOE/r;
JPOROKEBBIX U [NECHEBEIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
orcyrcteue B 1 T.
11 | Uniformity of dosago units / 3.1 Acreptance valne (A V) nat more than

15.0 Tokasarens mpuemaemocts {(4F)
JoJXeH 6bITh He 6onee 15,0.

Remarks: The Product conforms to NI/
[Mpumeuanue: [Tpoaykr cootseTcTryer Tpebosannam HII

Conclusion; APPROVED /
3axmouenne: OJIOBPEINO

Prepared by / Checked by / Approved by: Manager/Exgoutivg /

ITonrotosnexo: Yogesh Chauhan | IMporepeno: Pardeep Kumar | Ono6peHo: Menenxep / P xnno,?nwnb
¥ p Abhishek Chauhan {(’J_ _f

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.06.2025 Hara: 29.06.2025 Jata: 29.06.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8S125AP1984PLCON4507
www.drreddys.com



Dr. Reddy's Laborateries Ltd,
e Formulation Unit-6

Dr' Reddy,s ‘; vill. Khol, Nalagarh Road, Baddi,

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

ol : +51 55166 5600102

CEPTHOUKAT AHAJIM3A )
—_— www.drrediyi.com o
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Jxenpece (keroponak) Tabaerkn, aucneprupyemsie B nogoctn pra, 10mr
Market / Puinox :Russia / Poccus
Batch No / V2501181 Batch Quantity / 3600000 tab /
Cepus Ne i O6Bem cepun " 3600000 Tab
Analytical RepOf't No / . 040002976390 Date of Analysis / . 29.06.2025
AHannTHYecKui oTyeT Ne S Jarta anannsa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
[ara nponssoicTea - T'ogen go
Mfg. License No. /
IlponseoacTrBeHHasn : MNB/05/263 MA number: / . JIII-N2(004660)-(PT -
Homep PY RU)
JHnensna Ne —

| Analysis performed according ND: / Ananus nposeaen no H/: JITI-Na(1104669)-(PT-RU)-190224 ,
Page 70f9/Crp. 7n3 9

1;:.) Test / [Tokasarens Results / PesyabTaTh! Specification / Hopma
12 | Assay/KonudecTBeHHOE 9.9 mg /9.9 mMr From 9.0mg to 11.0mg  of
onpeaeneHmne (99.1 %) C15sHi3sNO3°C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr no
11,0 mMr C5H;3NO3*C4H 1 1NO3
(xetoposiaka Tpomeramut) (ot 90,0 mo |
110,0 % oT 3a181€HHOrO KOJHYEeCTBa) B
TabreTke.
13 | Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab. /
content [/ CogepxaHue 0.0969 mr B Tabnetke He menee 0,042 Mr B Tabnerxe.
6yTHIrHIPOKCHAHW30/1A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnncaHne yNnakoBKH (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. / ITo 10 Tabnerok B
information leaflet in a carton | 6nncrepe u3 (LA/ATITID ®
pack. / Tlo 10 Tabnerok B | Bnarorornoturenem/TTOBII) tonsru //
6mucrepe n3  (ITA/AJVTID ¢ | (TTO/AJI) donurn. ITo 1 rim 2 6nmctepa
Braronornorutenem/I13BIT) BMECTE C JIUCTKOM-BKNaObIIEM B MaqKy
¢onsry // (IID/AJT) donsru. [lo | KapTOHHYIO.
2 6nHcTepa BMECTE C JIMCTKOM-
BRIAJBILIEM B mauKy
KapTOHHYIO. J
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanne: [Iponykr cooteetcTByeT TpeboBanuam H/L Saxmouenne: OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Exgcutive /
IToarotosneno: Yogesh Chauhan | Iposepero: Pardeep Kumar | Ono6pero: Menezkep / Pykosonuress
7 . f Abhishek Chauhan il
i"'f ; /z;‘ ——
Reprint Date/ - Reprint Date / Reprint Date /
Jata: 29.06.2025 Hara; 29.06.2025 Hata: 29.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘50

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA

Tel ; +91 98166 56001-02

CEPTHOUKAT AHAJIHA3A

www.drreddys.com

Product : Ketorol Express (ketorol_ac_) Orally DisintEgrEng_Thblets 10 mg
Hponykr: _K_e_':ggon“’ Dxcnpece (KeTOPOIAK) TADACTRH, AHCHCPIHPYEMLIC B MOJOCTH Pra, W0omr
Market / Peruok :Russia / Poccust o
Batch No / . V2501181 Batch Quantity / ~ 3600000 tab /
| Cepus Ne : OGBeM cepuil ' 3600000 Tab
Analytical Repo:‘t No/ - 040002976390 Date of Analysis / . 29.06.2025
AHaguTHYecKHH oTyeT Ne Jara aHanaH3a |
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JIaTa npoH3BOACTBA S Topent 1o . ——
Mfg. License No. /
IIponseoacTBeHHAR : MNB/05/263 MA number: / : JIXL-Ne(004669)-(PT-
Homep PY RU)
Huensus Ne =
| Analysis performed according ND: / Anasms nposeaen no HJL: JII-Ne(004669)-(PT-RU)-190224
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* 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 BbITYCKe JIeKAPCTBEHHOr0 NpENapaTa KOHTPOJIL Ka4ecTBa MO N0Ka3aTe/lto «Mukpobuosornyeckasn
YHCTOTA» NPOBOAUTEA AIA KAXI0H 20-0/ cepuM, WM ANist OAHON cepuH B rog, B 3aBHCHMOCTH OT TOrO, TO

HACTYMT paHblle.

Ketorolac tromethamine / Keroposiaka TpOMETaMHH

API name / Hanmenosauune ADC:
INN / MHH:

Ketorolac / Ketopoiax

API manufacturer batch numaber /
Homep cepnn nponssoauteana APC:

ABSH001016

FP Manufacturer API Batch number /
HomMep cepaH cyGCTaHIHHE MPOH3BOAHTENIH
LJId:

FESA00165

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

Dr. Reddy's_Laboraton'es Ltd., India /
I-p Pepau'c JlaGopatopuc Jita., Uunws

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

HanmenoBanue, agpec, THUEH3INS 15
ITponsBogcTBeHHasn nuomajnka / Ilnomanka
KOHTPO.1A KavecTBa / Inomagka BeIMycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Peqnw’c Jla6opartopuc Jita., Muous, [IpoussoacTBeHHO®
noapaszenenne-6, Biut. Kxons, Hanarapx Poyn, bamm, Auctpuxr
Conan, X.I1., 173205, Unaua (nuuensus Homep MNB/05/263)

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

Remarks: The' Product conforms to ND/

IMpumeyanre: ITponykr cooTeeTcTBYeT TpeboBanuaM HL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Iixecutive /
IToarotosneno: Yogesh Chauhan | ITporepero: Pardeep Kumar | Ono6peno: Menemxkep / Pyxosoanrels
3 ' Abhishek Chauhan /[
[/V‘ / ~ "::'(/74 b
Reprint Date/ Reprint Date / Reprint Date /
Hata: 29.06.2025 Jara: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

®o ; :
’ e Formulation Unit-6
Dr' Reddy S q,.. vill. Khol, Natagarh Road, Baddi,

' Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANAL VSIS Tel ; +61 93166 56001-02

e oy = CEPT?{(})HKAT AH., _"’-_Bm_ ~ www.drreddys.com

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

Tpoayxr: Keropon® Skenpeee (keTtoposiak) Tabierss, AHcneprupyemeple B 1010CTH pTa, 10Mr

Market / Prinok : Russia / Pocens
Batch No / . V2501181 Batch Quantity / - 3600000 tab /
Cepus Ne i O061eM cepHH 3600000 tab |
Analytical Repourt No / - 040002976390 Date of Analysis / . 29.06.2025
AHanHTHYecKHH oT4eT Ne JlaTa aHaJaM3a =
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Mata npouzsoacTea | Copen a0 | - e ol
Mifg. License No. /

IIpouzsoacTBeHRAR : MNB/05/263 MA number: / : AL (02569) SRS

Homep PY RU)
annenzusa Ne
_Analysis performed according ND: / Anaaus nposeaen mo ILL: JII-Na(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 Burasian Economic Union iy eslablisheds.

3aK/o4eHne 0 cooTBeTcTBHM: «HacTosImuM 51 IIOATBEPXKIAIO, YTO [PUBEACHHAS BEIME HH(GOPMALM ABIAETCA
IOCTOBEPHOM M TOYHOH. OTa CEepHs IPONYKIMM IIPOM3BEIEHA (BKmodas ymakoBKy (MapKHMpOBKY) M KOHTPONB
KadecTBA) Ha BEIIIEYKA3aHHOM MPOM3BOACTBEHHON IUTomazaxe (IUIO(@nkax) B IOJHOM COOTBETCTBMH C
TpebopanmsiMy [IpaBuil Hajlexalel Ipou3BOACTBEHHON IPAKTHKE EBpPasHACKOro SKOHOMHYECKOrO COro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabpa2022) u TpeboBaHUAMH KOHTPOJISA Ka4ECTBA IEKAPCTBCHHBIX CPEJICTB,
a TaKKe B COOTBETCTBHH CO CHEHU(PHUKAIMAMHU, CONEPHKAMMMHUCA B PECHCTPAllMOHHOM J10Che CTPaHBI-UMIIOPTEpPA.
3amucH O IPOH3BOJICTRY, YIIAKOBKE M aHATH3Y IPOBEPEHEL, H YCTAHOBIIEHO UX COOTBETCTBHE Tpe6oBaHuaM [Ipasui
HajuIeXXanei TpOU3BOACTBEHHON MPaKTHKY EBpasHifcKOro 9KOHOMHYIECKOTO COrO3a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuaune: [TpoaykT cooTBercTByeT Tpebosanuam HJT 3aknrouenne: OJOBPIHO
Prepared by / Checked by / Approved by: Manager/Hxecutive /
IToaroroBieno: Yogesh Chauhan | Hposepeno: Pardeep Kumar | Onobpeno: Menemiep /[PykoBoauTens
f,"' = . f | Abhishek Chauhan
r/ e e
Reprint Date/ Reprint Date / Reprint Date /
Hara: 29.06.2025 Jara: 29.06.2025 IMara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
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