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CERTIFICATE OF ANALYSIS

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

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

Jei : +91 55166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

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

IIpoaykr: Keropoa® Dxenpece (keTopoaak) radierk, incneprupyemsie B nojgoctu pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne } V2501262 O6beM cepHH " 3600000 Tab

Analytical Repourt No/ - 040002975723 Date of Analysis / . 99.06.2025

AHagurudeckuii oTyet No JlaTa aHa/H3a

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

Jara npoH3BoACcTBa T'ogen no

Mfg. License No. / . .

IIpou3sBoacTBEHAAS : MNB/05/263 MA number: / '. JIII-N2(004669)-(PT-
Homep PY RU)

JHneHzus Ne =

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

Page10of9/Crp.1 139

No 5 g

N Test / [TokazaTesb Results / Pe3yabTaThl 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. / Kpyrisie
side. / Kpyrunsle miockue miockue TabneTku ¢ Gackod, CBETIO-
TabNeTKH ¢ (ackoH, CBETIIO- JKENTOro 1BeTa ¢ IPaBUPOBKOH «I» Ha
XKEJITOrO LIBeTa C FPaBUPOBKO OJIHOMU CTOpPOHE.
«I» Ha 0 HOH CTOpOHE.

2 Identification / UnenTudpuxanua

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

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

HCIILITYEMOrO  pacTBopa M pacTBopa
cTaHgapTHOro  odpasla  KeTopoJiaka
TpoMeTaMuHa IOJXKHBI HMETh

MaKCHMYMbI IIpH OJHOI M TOH ke IInHe
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

IIpumeuanue: IlpoaykT cootBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
IToarotossieHo: Yog_qsh Chauhan
Ilfrl. /'/

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / ylcma()ﬂ/rrenb

Abhishek Chauhan

-

Reprint Date / =
Hara: 29.06.2025

Reprint Date /

Hara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Registerad Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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

Tei : +91 95166 56001-02

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dxcnpece (keToposiak) TabaeTKH, JHceprupyeMble B m0J10¢TH pra, 10 Mr

Market / Punok ‘Russia / Poconst
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne V2501262 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002975723 Date of Analysis / . 29.06.2025
AnaguTHHecKnit oruer Ne JaTa anananza
Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027
JlaTa npoM3BOACTBA T'onen oo
Mfg. License No. / . .
IlponsBoXcTBEHHAs : MNB/05/263 A number) g oL Ne(04662)S(RT-
Homep PY RU)
aunenzusa Ne —_—

_Analysis performed according ND:

/ Ananu3 npOBeieH o HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page2of 9/Crp.2 u3 9

[ No

Test / [Toka3zaTenanb
No

Results / PeayabTaThl

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 ynepXuBaHUA
OCHOBHOIO IIMKa Ha XpoMaTorpaMme
UCIIBITYEMOTO pacTsopa JIOJKHO
COOTBETCTBOBATH BPEMEHH YICPKUBAHUS
OCHOBHOTO TNHKa Ha Xpomarorpamme
pacTeopa CTaHIApTHOTO obpazua
KeToponiaka  TpoMmeTamuHa  (pasnen
«KonuuecTBeHHOE ONpelesicHHE).

Remarks: The Product conforms to ND/
IMpumeyanue: Ipoaykt cooTBeTcTBYET TpeboBanusM HJ

Conclusion: APPROVED /
3axmouenne: OJJOSPEHO

Prepared by /
IMonroroeneno: Yoggsh Chauhan

Checked by /
[Mpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / yxoso,ur‘renb

/},/ y k;‘f”‘ Abhighek Chauvhan |
Reprint Date / Reprint Date / Reprint Date /
Jata: 29.06.2025 Jara: 29.06.2025 Hata: 29.06.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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 +5i 93166 56001-02

CEPTUPHUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keropoaak) Ta6/ieTkH, AHCHEPIHpYeMbie B HOJOCTH pTa, 10 Mr

Market / Prinok :Russia / Poccus _

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne § V2o0R20e O6bem cepun " 3600000 Tab

Analytical Repog*t No / - 040002975723 Date of Analysis / . 29.06.2025

AnanuTH4deckuii oTuet No JlaTa anannza

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

JaTa npoH3BoacTBa T'ogen mo

Mfg. License No. / . .

IIpoussoacTBeHHAs - MNB/05/263 MA-numberl)  pr-e((04652) (R
Homep PY RU)

JauneH3us Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JI_II—_N3(004669)-(PF-RU)-190224

Page30f9/Crp.3 39

No
No

Test / IToxa3zaTtennb

Results / Pe3yabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuson

Complies / CooTBeTCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-6yTUNTHAPOKCHAHU30J1a
-0y TUNTHIPAKCUAHUINNA

«CopnepxaHue
OYTHUIrHIPOKCHAHHU30Ta).

L
3-
the

chromatogram of the test solution should
correspond by the retention times to 2-

3.
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
YAEpKUBAHUA NHKOB
2-0yTUArMAPOKCHAHU3011a H
3-6yTUNrnapoKcHaHU30Ma Ha

XpOMaTorpaMMe HCHLITYeMOro pactTBopa
IOIDKHBL  COOTBETCTBOBATh  BPEMEHaM
yIepKUBaHHA MTHKOB

H
HA

XPUMATOLPAMME PACIBUPA CLdHUAP 1 HULO
obpasia OyTHITHAPOKCHaHU301a (pazjen

Remarks: The Product conforms to ND/
[pumeuanue: [Tpogykr cooTseTcTBYET TpeboBaHuaM H/I

Conclusion: APPROVED /
Zaknwuenne: OJJOBPEHO

Prepared by /

[oarorosneno: Yogesh Chauhan

W

Checked by /
[IposepeHo: Pardeep Kumar

Approved by: Manager/Ifxecutive /
Onobpeno: Menemwxkep /[Pykogoaurens
Abhishek Chauhan T

Reprint Date /

Hara: 29.06.2025

CAJff
Reprint Date /

Jara: 29.06.2025

Reprint Date /
Jata: 29.06.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +€1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS 1

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
:+491 551606 56001-02

CEPTUPUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disinteg_;aalg_Tablets 10 mg

Hponykr: Keropon® Ixcnpece (keTopoaax) TabaeTKH, AHCHeprupyeMble B 0J10¢TH pTa, 10 Mr

Market / Poinox :Russia / Poccus -
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne § V2501262 O0bem cepuu " 3600000 Tab
Analytical Repourt No/ . 040002975723 Date of Analysis / - 99.06.2025
AuanarTuydeckHii oryer No JlaTa anaausa
Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027
JdaTa npoH3BOACTBA Togen po
G , MA number: /  JITI-Ne(004669)-(PT-
IIpousBoacTBeHHAast : MNB/05/263 :

Homep PY RU)
JuneH3ust Ne _

Analysis performed according ND: / Aﬂam_n_npone)len mo HJT: JITI-Ne(004669)-(PT-RU)-190224

~ Page40f9/Crp.4 m39

1}? Test / [okazaTeanb Results / Pe3yabTaTthl Specification / Hopma
3 Average weight / Cpeansin 69.5 mg /69.5 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr 10 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OAHOPOIHOCTBL Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oonee =+ 10 %;
2/20 Tabnerox — He 6onee + 20 %.
4 Disintegration time / OO-min 15 sec / 00 mun 15 cek Not more than 3 min. / He 6onee 3 MuH.
PacnagaemMocThb
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 103 % Not less than 75% (Q) of
. Ci5sH3NO;3C4H 1 NO3 (ketorolac
Dol D=2 102% tromethamine) in 15 min. / He MeHee
Unit-3 / Tabn-3 96 % 75 % Q) CisH13NO3+C4H 1 NO3
. (KeTopoJiaka TPOMETaMUH) Hepes 15 MHH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks: The Product conforms to ND/

[Mpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusimM HJL

Conclusion: APPROVEDR /
3axirouenne: QJJOEPEHO

Prepared by /

[MToaroroeneno: Yogesh Chauhan
V4
(7

Checked by /
ITpoeepeno: Pardeep Kumar

ol —

Approved by: Manager/Ekecutive)/
Ono6peno: Meunemxep /| ylcoso?{rreﬂb
Abhishek Chauhan

(o |

Reprint Date / =
Hara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Hata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 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. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
1ej s +91 93166 560001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

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

ITpoayxt: Keropon® Jxcnpece (keTopoJiak) TabIeTKH, JHCHEPrHpyeMEIe B MOJIOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne 3 V2501262 O6Bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002975723 Date of Analysis / . 29.06.2025

AHaJIHTHYeCKUH oTUeT Ne JlaTa anananza

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

JaTa npoH3BOACTBA TI'ogen o

Mfg. License No. / ; .

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

JnueH3zus Ne -

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

Page5of9/Cip.Sm3 9

i‘oo Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTb 710 pm sieve is formed. / Obpasyetcs
OHOPOMHAS CYCNEH3UA, MNpPOXoAsluas
CKBO3b CHTO C DPa3MepoM OTBEpPCTHH
710 MKM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /

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

CoaepxxaHue BOABI

) 0.0033 %

-THAPOKCHAHAIIOT
KeToponaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHasor KeTopoiaka
unidentified impurity / 0.02% not more than 0.5 %; / e Gonee 0,5 %,;
eANHUYHAs ’
HeUAEeHTHHHUIMPOBAHHAA
DpPHUMECh
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
CyMMa NpUMecei

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

He 6onee 7,0 %.

Remarks: The Product conforms to ND/

[pumeuanue: [Tpoaykr cooTeTcTBYET TpeboBanuaM HJQ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ex¢cutive, /
[Tonroroeneno: Yogesh Chauhan IIposepeno: Pardeep Kumar | OnoGpeno: Menemxkep / Pykosoajitens
-1,«"'( F )I/—’ Abhishel: Chauhan {
// Fd = _— - L |
Reprint Date / = Reprint Date / Reprint Date /
Jara: 29.06.2025 Jata: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s "6.’

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

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

CERTIFICATE OF ANALYSIS  +.i.+51 55166 55001-02

CEPTUO®OUKAT AHAJIN3A www.drreddys.com

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

Ipoaykr: Ketopon® Jkcnpecc (keroposiak) Taf/IeTKH, ANCOEPrUpyemMble B 0J0CTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V2507262 O61pem cepun " 3600000 Tab

Analytical Report No/ - 040002975723 Date of Analysis / . 99.06.2025

AHaTHTHYeCKHIT oTueT No JlaTa anann3za

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

JaTa npoH3BOACTBA T'oren o

Mfg. License No. / . .

IlponsBoacTBEHHAS : MNB/05/263 S numbers/ s LI (DI T)R(hr=
Homep PY RU)

JHIeH3Hs Ne —

Analysis performed according ND: / Ananuns nposenen mo HJI: JITT-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 M3 9

1}2 Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHM4ecKue pacTBOPUTEIIH
Isopropyl alcohol / 03 pg/tab / Not more than 350 pg/tab. /
Hzonponanoin 03 Mxkr B TabneTke He 6onee 350 Mkr B TabneTke.

10 | Microbiolegical purity*/ MukpoOunosoruyeckas yncrora®

Total Aerobic Microbial NA
Count / obiiee 4ucio
a3pOOHBIX MUKPO-
OpraHu3MoB

not more than 10° CFU/g; /
He 6onee 10° KOE/r;

Total Combined Yeast and NA
mold count / ob1ee yucio
JPOXIKEBBIX U TUIECHEBBIX

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

AO3UPOBAHHLIX €IUHHULL

rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity ot dosage units / 2.6 Acceptance value (4F) not mote than
OaHopoaHOCThH 15.0 Toka3zarens npuemnemocty (4V)

IOJDKEH OBbITh He Ooree 15,0.

‘Remarks: The Product conforms to ND/
IMpumevanue: [poaykr cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akawuenune: OJOBPEHO

Prepared by / Checked by /
[Moarorosneno: YogeslyChauhan | Ilpoepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep /

;/ /" ﬁ Abhishek Chauhan
4 =

Reprint Date / - Reprint Date / Reprint Date /
Hata: 29.06.2025 Jara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Kills, Hyderabad - 500034, Telangana, india
Tel: +81 40 4900 2900, Fax: +91 4C 4900 23999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS 1. .31 53166 55004-02
CEPTU®UKAT AHANM3A  www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keroposak) TabaeTkn, JHCHeprapyemMble B HOJIOCTH pra, 10 mr

Market / Prinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne R O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002975723 Date of Analysis / . 99.06.2025
AHanuTHYeCKHH oTueT No JlaTa anaau3a
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JaTa nponsBoacTBa Tonen po
Mig. License No. / | MA number: /  JIII-Ne(004669)-(PT-
IIpon3BoacTBeHHAA : MNB/05/263 :

Homep PY RU)
aunenzus Ne

Analysis performed according ND: / Auaan3 uposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page7 of 9/Crp. 7 u3 9

i.oo Test / [loka3aTe/b Results / Pe3yabTarsl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.0 mg / 10.0 Mr From  9.0mg to 11.0 mg of
onpejesieHHe (100.4 %) CisH13NO;3C4H 1 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
1 1,0 MI C15H13NO3’C4H1 1NO3
(keToponaka TpomeTamuH) (ot 90,0 no
110,0 % OT 3asBICHHOTO KOJMYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content /
Oy THJITMAPOKCHAHN3012

Conep:xxkaHue

0.0953 mg/tab /
0.0953 Mr B TabneTke

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

14 Package description /
Onucanne ynakoBKH

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 bDlisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
onucrepe u3z (ITA/AJUTIO ¢
siaronoriaoturenem/I15BIT)
dosbru // (I13/AJ]) donsru. Io
2 bnucrepa BMECTE C JINCTKOM-
BKJIA/TBIIIIEM B nayky
KapTOHHYIO.

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. / Ilo 10 TabneTok B
6nucrepe n3 (TTA/AJI/ITD c
snaronornoturenem/[12BIT) doabru //
{(I13/AJT) donbru. [To 1 unu 2 Gauctepa
BMECTE C JIHCTKOM-BKJIA/bIIIEM B IAuKy
KapTOHHYO.

Remarks: The Product conforms to ND/
{Ipumeuanue: [Ipogyxr coorBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
Bakmwuenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Yogesh Chauhan | Ilpoeepeno: Pardeep Kumar

(v /7 Z C—-—l”'

Approved by: Manager/Executive /
Onobpeno: Menemxep /| }'KOB(;JIHT‘EHL
Abhishek Chauhan '

=

= Reprint Date /
Hara: 29.06.2025

Reprint Date /
Hata: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Registerad Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

[
DI'. RQddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. ;01 93166 56001-02
CEPTI/I(I)HKAT AHAJII/I3A Www_drreddys.corn

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

poaykr: Keropoa™ Ixempece (kevoposiak) TabieTks, Aucneprapyemsie B Nojioctu pia, 10 mr
Market / Ponox :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne + V2501262 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002975723 Date of Analysis / . 20.06.2025
AHaJluTHYeCKHi oTueT No JlaTa anajanza
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

 JlaTa npoM3BoACTBA T'onen o
Mifg. License No. / . .
IIpon3BoacTBeHHAs : MNB/05/263 MA number: / : JIIT-Ne(004669)-(PT-

Homep PY RU)

JHnen3ust Ne

[ Analysis performed according ND: / Anann3s nposegen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Crp. 8 uz 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 NpenapaTa KOHTPOJIbL KayecTBa Mo nokasartenio «VMukpobuosiornyeckas
YUCTOTA» MPOBOAMTCS AJsl KaXKHoii 20-0ii cepuy, WM Ui 0QHOM CEpUH B rod, B 3aBMCHMOCTH OT TOr0, 4TO
HACTYNUT paHbllie.

API name / HaumenoBanue ADC: | Ketorolac tromethamine / Ketoposiaka TpoMeTaMHMH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABSH001017

Homep cepun npousBoautenas ADPC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHM NPOH3BOAHTEJIS FESA00167

TJId: N
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouseonurens APC, crpana: H-p Pennu'c Jlaboparopuc JIta., HHana

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) /

HaumeHORAHHE, ATIPEC, THIEH3UA LA JT-p Pennw’c Mabopatopuc Jitn., Unnus, TTponzgoacTBeHHOE
IMpouspoacTeeHHan miomanka / Ilnomaaka noapasaenenune-6, Bumn. Kxonw, Hanarapx Poyn, bannu, Jluctpukr
KOHTPOJIsI KayecTBa / Ilnomanka Beimycka Comnan, X.I1., 173205, Muaus (unensust 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 /
Ipumeuanue: Ilpogykt coorBeTcTBYET TpeboBaHusiM HJI 3axiioueHHe: OI[OBPE (0]
Prepared by / Checked by / Approved by: Manager/E u:un e/

Moarorosneno: Yogesh Chauhan | Ilposepeno: Pardeep Kumar | Ono6peno: Menenxep / kaB UTenb

AL Abhishek Chauhan
{/ (, QJ’T/-

Reprint Date/ Reprint Date / Reprint Date /
Jara: 29.06.2025 JlaTa: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, India
Tel: +81 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

® e
Dr. Reddy,s q.... Vill. Khol, Nalagarh Road, Baddii,

Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS 71 :+91 92166 56001-02
CEPTUOPUKAT AHAJIN3A www.drreddys.com

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

Ipoaykr: Keropon® Ixcnpecc (keTopoaax) TabJeTKH, AMCHEPrHpyeMble B OJIOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne : Vi2S0lzoz O6nem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002975723 Date of Analysis / . 29.06.2025

AnanuTndeckuii oryer Ne JlaTa aHaau3a

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

JlaTa npoH3BOACTBA TI'onen go

Mfg. License No. / ) o

Ilpou3sBoacTBeHHAs : MNB/05/263 MA number: / g e COE000) (k=
Homep PY RU)

auuen3ust Ne

Analysis performed according ND: / Auanus nposeaen mo 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».

3akjai0Yenne o cooTBeTcTBHH: «HacTOSIMM s IOATBEPXKIAIO, YTO MPUBEACHHAS BbIIE HHGOOPMAIHS ABJIACTCA
JIOCTOBEPHOH M TOYHOM. DTa cepHs MPOAYKIWH HPOH3BeneHa (BKIIOYAs YNAKOBKY (MapKUpOBKY) M KOHTPOIE
KauecTBa) Ha BBINIEYKA3aHHOW MPOU3BOACTBEHHOH IIONAAKe (IUIOIIAAKaX) B IIOJHOM COOTBETCTBHM C
TpeGoBaHMAME [1paBui HaayeXamel MPOU3BOACTBEHHON NMPAKTHKH EBpa3sHHCKOro 5KOHOMHYECKOro coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeOOBaHMAMH KOHTPOJIS Ka4eCTBa JICKApCTBEHHBIX CPEJICTB,
a TaKKe B COOTBETCTBHH CO CHEeNHAGUKAIMIMH, COAECPKAIUMHUCSA B PETHCTPAIIMOHHOM JTIOCHE CTPaHbI-UMIIOPTEPA.
3aIKCH 110 IPOH3BOICTRY, YIIAKOBKE M AHATH3Y IIPOBEPEHBL, ¥ YCTRHOBJIEHO HX COOTBETCTBHE TpeboBaHusM [IpaBui
HaJUIeXauleil MpoU3BOICTBEHHON IIpakTHKKU EBpasuiCcKOro 5KOHOMHYECKOTO COKO3a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: [Ipoaykr cooTeeTcTBYET Tpeboranusam H]I 3axmouenne: OJOBPERO
Prepared by / Checked by / Approved by: Manager/Executive /
Toxrotosneno: Yogesh Chauhan | [posepeno: Pardeep Kumar | Ono6peno: Menemwxep / Bykosogutens
7 =l Abhishek Chauhan
£, _ =
Reprint Date/ Reprint Date / Reprint Date /
Jarta: 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: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




