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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd.

Formutlation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIiA
Tel : +91 93166 56001-C2

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orall_y Disinteg;ating Tablets 10 mg
Hponykr: Ke@ggoﬂ Jkcnpecc (KeTopoJiaK) TabJeTKH, AHCIeprupyemMble B M010¢TH pTa, 10 mr

JHIeH3Hs Ne

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne $ V2501284 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002980021 Date of Analysis / . 29.06.2025
AHanuTH4ecKuii oTuer Ne JaTta aHanH3a
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
JlaTa mpoM3BoACTBa T'ogen 10
pomsmonerpensas - MNBJ/05/263 g Ll  JHI-N(004665)-(PT-
P 5 ' [ Homep PY " RU)

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Pagelof9/Crp.1m39

tablets with "|" debossed on one
side. / Kpyrasle niockue
TabneTku ¢ packoii, ceeTyo-
MEeJITOTO LBETA C IPABHPOBKOIA
«l» Ha 0AHOHU CTOpPOHE.

1;.:) Test / [TokazaTenan Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrasie
nnockue Tabnetkn c ¢ackoil, cBeto-
KEJNTOro 1BETa C TpPaBUPOBKOH «i» Ha
OJHON CTOpPOHE.

2 Identification / UnenTuduxanus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm)., / YO-cnekTpbl NOTNOIIEHHSA
VCOBITYEMOTO pacTBopa Y  pacTBopa
CTaHAapTHOro  obOpa3na  KeTopoJsaka
TpPOMETaMUHa JOJIKHBI HMETh
MaKCUMYMbl 1P OLHOH W TOH XK€ IJIHHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
I{pumeuanue: [IponykT cooTBeTcTRYET TpeboBanusam HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Jara: 29.06.2025

Hara: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Exgcutive /
Hoarorosieno: Yogesh Chauhan | Ilposepeno: Pardeep Kumar | OnoGpeno: Menemkep / PyKOBOANTEND
'/ _j Abhishek Chauhan A
fli;l'; 4 V i C'_\_‘_ i '—-_._._'__ I..__. |
Reprint Date / = Reprint Date / Reprint Date /

Jara: 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 2998, Email: mail@drreddys.com

CiN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS 1o 491 93166 5600102

CEPTHO®HKAT AHAJIN3A

www.drreddys.com

‘Producﬁ Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

|poayxr: Keropoa® Dxenpecc (keroposiak) TabaeTkH, AUCIEprapyeMble

B MOJI0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2501284 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002980021 Date of Analysis / - 99.06.2025

AHannTH4Yeckni oTyeTt Ne JlaTa ananu3za

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JaTa npousBoacTea T'onen go

Mfg. License No. / . o

IIpounsBoacTBEHHAS - MNB/05/263 Sl il i g ILEN(004669)-(RI
Homep PY RU)

JuueH3usa Ne

Analysis performed according ND: / Ananu3 npoenen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224

No

No Test / Ilokazarenb Results / PesyabTaTsi

Page20of9/Crp.2m39

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). / Bpemst ynepxuBaHus
OCHOBHOIO [MMKa Ha Xpomarorpamme
UCIBITYEMOTO pacTBopa IOJDKHO
COOTBETCTBOBATH BPEMEHH yNEPKUBAHUS
OCHOBHOTO MNHKa Ha XpOMaTrorpamme
pacTBopa CTaHIapPTHOTO obpasua
KeTopoJiaka  TpoMmeTamMuHa  (paszen
«KonudecTBeHHOE onpeneneHue).

Hpumeuanue: IponykT coorseTcTBYET TpeboBanusm HJL 3akn

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

wyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Yogesh Chauhan | Ilposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosozut

ejib
/ Abhishek Chauhan / T
/)/’/ OL/, =" |

(o

Reprint Date /

Hara: 29.06.2025 Jlarta: 29.06.2025 Jlara:

Reprint Date / Reprint Date /

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 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDiA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

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

ITpoaykT: Keropoa® Dkcnpece (keTopo.aak) TabaeTkun, AucneprupyeMble B MOJI0CTH pra, 10 mr

Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V2501284 Oobnem cepun " 3600000 Tab

Analytical Repourt No/ . 040002980021 Date of Analysis / . 29.06.2025

AHaauTH4ecKHH oTyeT Ne JlaTa anaiu3za

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JaTa npon3BoacTsa T'ogen go

Mfg. License No. / ] . :

IIponsBoacTBennas : MNB/05/263 MA pumber: / ; JIII-Na(004669)-(PT-
Homep PY RU)

Juuensus Ne

Analysis performed according ND: / Anann3s nposeaen mo HJL: JIH-N9(004669)-(P1"-RU)-190_22_4

No

N Test / ITokazarenn

Results / Pe3yabTaThl

Page30f9/Crp.3 n39

Specification / Hopma

Butylhydroxyanisole /
Bymuneudporcuaruzon

Complies / CooTBETCTBYET

The retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
yICPKHUBAHUS IIUKOB
2-GyTHIrHIPOKCHAHH30]1a "
3-6yTHIrHIPOKCHAHH30J1a Ha

XpoMarorpaMMe HUCHBITYEMOI'O pacTBOpa

JOJKHB!  COOTBETCTBOBATh  BpPEMEHaM
YASPXKUBaHUs MUKOB
2-6yTUNTUIPOKCHAHH30/1a u
3-6yTunruapokcuaHu3oNna Ha

XpOMaTorpaMMme pacTBOpa CTaHIAPTHOIO
obpasua OyTuiruapokcuanusona (paszaen
«Copnepxanue
OYTUITHOPOKCHAHU30T1AN).

Remarks: The Product conforms to ND/
Hpumeuanue: [Ipogykr coorBeTcTBYeT Tpeboranusm HJL

Conclusion: APPROVED /

3akmoyenne: OJOBPEHO

Hara: 29.06.2025

Hara: 29.06.2025

Prepared by / Checked by / Approved by: Manager/l
IMonroroeneno: Yogesh Chauhan | Ilpoeepeno: Pardeep Kumar | Ono6peHo: Menemkep / Pykosonuresib
V : Abhishek Chauhan |
[. _,45' C:_—'J’_/ = A
Reprint Date / g Reprint Date / Reprint Date /

Hata: 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 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Qe
Dr.Reddy’s ‘;

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

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

CERTIFICATE OF ANALYSIS 1. 401 93166 56001-02

CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixcnpece (keToposiak) TabieTKH, AHCHEPrHpyeMbie B 0JIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepusa Ne i V2501284 O06beM cepHH " 3600000 Tab
Analytical Repourt No/ . 040002980021 Date of Analysis / . 29.06.2025
AHaquTHYecKHH oTueT Ne JlaTa ananusza
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTta npon3BoAcTBa I'ogen go
Mfg. License No. / ] .
IIpousBoacTBeHHAN - MNB/05/263 MA number: / : JIII-Ne(004669)~(PT-

Homep PY RU)

nHHeH3HA Ne —

Analysis performed according ND: / Ananu3 nposesen no H/I: JIII-Ne(004669)-(PI'-RU)-190224

Page40of 9/Crp. 439

T
1}00 ' Test / IlokazaTenb Results / Pe3ynbTaTbl Specification / Hopma
3 Average weight / Cpennsis 70.0 mg / 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca ; Ot 67,2 Mr ao 72,8 mr (70,0 mr £+ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOaHOCTEL Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee = 10 %;
2/20 tabneTtok — He 6onee + 20 %.
4 Disintegration time / 00 min 18 sec / 00 muH 18 cek Not more than 3 min. / He 6onee 3 muH.
PacnagaemocTnb
5 Dissolution / PacTrBopenune Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CisH13NO3C4H INO3 (ketorolac
Unit-2 / Ta6r1-2 100 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 101 % 75 % Q CisH13NO3°C4H11NO;3
. (xeToponaka TpoMeTaMuH) 4epes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Ta6bna-5 96 %
Unit-6 / Tabn-6 97 %

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

Ilpumeuanue: ITpoaykr cooTreTcTBYET TpeboBaHusIM HJJ 3akiaodyeHue: OII[_OBPEH}O

Prepared by / Checked by / Approved by: Manager/Ex¢cutive /

IloaroroeneHo: Yog;c;h Chauhan | IlpoBepeno: Pardeep Kumar | OnobpeHo: Menemxep / P KOBO,EIHTTI)
N s Abhishek Chauhan ’

Reprint Date / e Reprint Date / Reprint Date /

Hata: 29.06.2025 Hara: 29.06.2025 Hara: 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 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. R

eddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Read, Baddi,
Diste. Sotan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tal - 101 02168 5500100
CEPTHOHEAT AHAJIM3A wwW.drreddys.cmn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Ixcnpecc (keTopoaak) Tabaerku, Jacneprupyemble B noocTu pra, 10 mr

Market / PriHok ~ :Russia / Poccust B -
Batch No / _ Batch Quantity / 3600000 tab /
Cepns Ne i V2001284 OobbeM cepun "~ 3600000 tab
Analytical Repo“rt No/ - 040002980021 Date of Analysis / . 29.06.2025
AHaauTHYecKHi oT4eT No JaTa apaausa
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JlaTta npoM3BoacTBa I'ogen oo |
Mfg. License No. / . o
IMpouseoacTeeHHast : MNB/05/263 pasnumbEE: > LUl g Ll

Homep PY RU)

JHneH3ns Ne

Analysis performed according ND: / Ananns nposegen no HJI: JII-N2(004669)-(PT-RU)-190224

Page50f9/Cip.S5u39

1;.:) Test / [lokazaTenb Results / PesyabTaThl Specification / Hopma

6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
HAucnepcHocTb 710 um sieve is formed. / Obpa3yercs

ONHOpPONHAs CYCHEH3Ms, NpOXOoAsias
CKBO3b CHMTO C pa3MepoM OTBEPCTUM
710 MKM.

7 Impurities / TIpumecu - o
1-hydroxy analog of not more than 0.5 %; / He 6onee 0,5 %;
llcetorolac: / 0.0038 %

-THIPOKCUAHATIOT
KeTopoaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6oxee 0,8 %;
1-KeToaHaior KeTopoJaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
e JMHHYHas '
HEHEHTHONUIMPOBAHHAS
npUMech
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa Npumecei

8 Water content / R 24 % Not more than 7.0 %. /

CopepxaHue BOAbI He 6onee 7,0 %.

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

IIpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akmwuenune: OJOBPEHO

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

[Toarorosneno: Yogesh Chauhan [posepeno: Pardeep Kumar | Onobpeno: Menemxkep \PyKOBonHTenL
i - \Qt/' Abhishek Chauhan , /

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.06.2025 Mara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q,’:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIiA
To!: +01 9216€ 5€001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Exp;ess (ketorolac) Orally Disintegrating Tablets 10 mg
Opoayxr: Keropoa”™ Ixenpeee (keropoaak) Tabierki, AucuepruapyemMbie B HOJI0CTH PTa, 10 mr

Market / Prinox

:Russia / Poccus

‘Batch No / _ Batch Quantity / 3600000 tab /
Cepusn Ne - V2501284 O61beM cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002980021 Date of Analysis / . 99.06.2025
AHaaHTHYecKH oTueT No JlaTra anann3a
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
Jlata npoM3BoacTBA I'open oo
Mfg. License No. / ] o
IlponsBoAcTBEHHAS : MNB/05/263 iy . JIII-Ne(004665)-(PT -

Homep PY RU)

JInmeH3Hs1 Ne

Analysis performed according ND: / Anasin3 nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 n3 9

[

1;.? Test / ITokazaTenn Results / PesyabTaTsl Specification / Hopma

9 Residual solvents / OcTaToyHble opraHndecKyue pacTBOPUTE/IH
Isopropyl alcohol / 04 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 04 MKr B TabneTke He 6omnee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6uosornyeckas uncrora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / obuiee 4ucao He 6onee 10° KOE/T;
a3poOHBIX MHKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o61mee yucio He 6onee 10° KOE/T;
IOPOXOKEBbIX M IJIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /

OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 5.6 Acceptance value (4V) not more than
OaxopoaHoOCTB 15.0 INoka3zarens mpueMiaeMocty (4V)
J03UPOBAHHBLIX eJMHUI nomkeH ObiTs He Honee 15,0.

Remarks: The Product conforms to ND/
Hpumeuanue: IIpoaykTt cootBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenue: O_I[OBPEiHO

Prepared by /
IMoarorosneno: Yogesh Chauhan

i

Checked by /
IIposepeno: Pardeep Kumar

[ =
1

Approved by: Manager/Ex
Ono6peno: Meuemkep / Pykosozresib
Abhishek Chauhan | T

Reprint Date /

Hara: 29.06.2025

Reprint Date /
JaTa: 29.06.2025

Reprint Date /
Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Ranjara 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 €3¢

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

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Exﬁ‘ess (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Kgopon® Oxenpecc (KeToposak) Tab/IeTKH, JHCHeprupyeMble B mojocTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne ® V2501284 O61em cepuu " 3600000 Tab

Analytical Repourt No/ - 040002980021 Date of Analysis / . 19.06.2025

AHanuTH4yecKHii oryer Ne JlaTa anaau3a

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jara nponsBoacTea Togen no

Mfg. License No. / . .

TlpousBoacTBeHHas : MNB/05/263 MA number: / . JII-Ne(004669)-(PT-
Homep PY RU)

aunensus Ne

| Analysis performed according ND: / Auanns nposeaen nmo HJI: JII-Ne(004669)-(PT-RU)-190224

~ Page70f9/Crp.7 39

=T

No Test / I[TokasaTennb

Results / Pe3yabTaThl

Specification / Hopma

12 Assay / KonnuecTBeHHOE
onpeaeneHue

9.9 mg/99wmr
(99.5 %)

From 9.0mg to 11.0 mg of
CisH13NO3°CsH 11 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
1 1,0 Mr C15H13NO3°C4H1 1NO3
(xetoponaka tpoMeTamus) (ot 90,0 no
110,0 % oT 3asBJIEHHOIO KOJIMYECTBA) B
Tabnerke.

13 Butylhydroxyanisole
content /
Oy THJIrHAPOKCHAHU30J1a

Coaepxanue

0.0944 mg/tab /
0.0944 mr B TadseTKe

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TadneTKe.

14 | Package description /
OnucaHue ynakoBKH

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Ttabnerok B
6micrepe u3z ([TA/AJUTID ¢
prnaronorjoturtenem/II9BIT)
donsru // (IT3/AJT) donsru. Io
2 OnucTepa BMECTE C JIMCTKOM-
BKJTJIbIIIIEM B navuKy
KapTOHHY!O.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabnetok B
Onucrepe u3 (TTA/AJIITID c
Bnaronornotutenem/I19BIT) ¢onsru //
(IT3/AJ]) ¢oawru. Ilo 1 win 2 Gaucrepa
BMECTE C JIMCTKOM-BKJIAJbIleM B MNauKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
Hpumeuanue: [lponykr cooteercTByeT TpeboBanusm HJ

Conclusion: APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by /
ITonrortosneno: Yogesh Chauhan

Checked by /

.
Y
N

f f

Iy /.

Il

f

IIposepeno: Pardeep Kumar

©

—_——

Approved by: Manager/Executive /
Onobpeno: Menenskep [ Pykospantens
Abhishek Chauhan

Reprint Date /
Hara: 29.06.2025

Reprint Date /

Jara: 29.06.2025

Reprint Date /
Hara: 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 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

Qe
DI". Reddy’s ‘.0. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDiA
CERTIFICATE OF ANALYSIS 1o/ . 191 98166 56001-02
CEPTU®HUKAT AHAJIM3A  www.drreddys.com

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

Tpoaykr: Keropoa® Ikcnpecc (keTopo.iak) TabaeTkH, AHCHeprupyemMble B MoJI0CTH pTa, 10 mr
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepus Ne V2501284 O06bem cepun " 3600000 tab
Analytical Repog‘t No/ - 040002980021 Date of Analysis / . 29.06.2025
AHaauTH4YeCKHH oTUeT Ne JlaTa anain3za
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
laTa npousBoAcTBa Tonen 1o
Mfg. License No. / .
IIpousBoacTBeHHast : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-

Homep PY RU)

| InueH3HA Ne -

Analysis performed according ND: / Anann3 nposenen mo HJI: JIII-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 BBINYCKE JIEKAPCTBEHHOTO NPeNapara KOHTPOJIL KauecTBa Mo NoKa3aTeno «MHKpoGuoornyecxast
YHCTOTA» MPOBOAMTCS ANs Kaxmoii 20-0ii cepuu, MM AJ19 OAHOH cepun B roj, B 3aBUCHMOCTH OT TOT0, YTO
HACTYNHT paHbllle.

API name / Hanmenosanue ADC: Ketorolac tromethamine / Keroponaka TpoMeTaMHUH
INN/MHH: Ketorolac / Keroponak

API manufacturer batch number / ABSH001207

Homep cepun npoussogurens ADPC:

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIIHH NPOH3BOTHTESA FESA00168

IJi®: B

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilpouszsogutens APC, crpana: H-p Peanu'c JTaboparopuc JItn., UHaus

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) /

HanvMenoBaHue, agpec, TMIEH3US A4 I-p Pepnu’c Jlaboparopuc Jita., Munus, [IponssoacTBeHHOE
IIponseoacTBenHasn niaomanka / Ilmomanka noapasneneHue-6, Bumi. Kxons, Hanarapx Poya, bapau, Jluctpuxr
KOHTPOJA Kadyecrsa / Iltomaaka BeinycKa Conan, X.I1., 173205, Unpaus (munensus 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 /
pumeuanue: IIpoaykt cooreTcTBYET TpeboBanuam H/I 3akaouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Mana gchExccuti e/
TIonrotosneno: Yogesh Chauhan | TIpoepeno: Pardeep Kumar | OnoGpeno: Meneukep |/ PyKOB}Zﬂl-rrcnh
N r Abhishek Chauhan |
0/ d e e
Reprint Date/ Reprint Date / Reprint Date /
Hara: 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 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



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

@o
Dr.Red dY’S '.0. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tef: +91 98166 56001-02
CEPTUPUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Ex;;ress (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoea® Jkcnpece (keTopoaax) Tab/ieTkH, AHCIeprUpyeMble B M1010C¢TH pra, 10 mr |
Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepusi Ne - V2501284 O6bem cepun " 3600000 Tab
Analytical Repo:’t No/ . 040002980021 Date of Analysis / . 99.06.2025
AHanuTu4deckdii oTyeT No [arta anannza
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JaTa npon3BoAcTBA Toagen o
BseulricEnseiNe. ) _ MA number: /  JITI-Ne(004669)-(PT'-
IIpousBoacrBeHHAasI : MNB/05/263 :

Homep PY RU)
Junenszus Ne -
Analysis performed according ND: / Anaaus nposeaen mo HJI: JIII-Ne(004669)-(PI'-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».

3aK0ueHHe 0 COOTBeTCTBHH: «HacTosIuM s MOATBEPXKAAt0, YTO NPHBEACHHAs BbILIE HHPOPMALIMS SBIISETCS
JOCTOBEPHON M TOYHOU. DTa cepdsl MPOAYKIUM IPOM3BEAEHA (BKIIOYAs yNAKOBKY (MapKUPOBKY) M KOHTPOIb
Ka4eCcTBa) Ha BBIIIEYKa3aHHOH NPOM3BOJACTBEHHON IIomaake (IUIOIIAAKAX) B IIOJHOM COOTBETCTBHH C
TpeboBanusMu [IpaBun HajyuTekareil Mpou3BOJICTBEHHONH MpPakTUKU EBpa3suiickoro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOOBaHUAMH KOHTPOJIS Ka4eCTBA IEKAPCTBCHHBIX CPE/ICTB,
a TAKXKe B COOTBETCTBHH CO CHENU(PHKAIMIMHE, COAEPKAIIUMUCS B PETHCTPALIMOHHOM J0ChE CTPaHbI-UMIIOpTEpa.
3anucy Ho IPOM3BOJCTRY, YIIAKOBKE U aHATTH3Y MPOBEPEHBL, H YCTAHOBJICHO HX COOTBETCTBHE TpeboBanmsaM [ IpaBui
HaJIJIeXaIei mpou3BOCTBEHHON MTPakTHKH EBpasHiCKOro 3KOHOMHUYECKOIO COO3a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeuanue: [IpogykT cooTBeTcTBYeT Tpebosanuam H/I 3axkmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Hxecutive /

IMoarotosneno: Yogesh Chauhan ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxep /| ymgmrncnh

Y - Abhishek Chauhan

Reprint Date / . Reprint Date / Reprint Date /
Hara: 29.06.2025 Jlarta: 29.06.2025 Hara: 29.06.2025

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