Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS :

CEPTUPUKAT AHAJIMU3A

Tel: +91 36160 2C001-CZ

www.drreddys.com

\Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoayxT: Keropoa® Dxenpecc (keropoak) TabieTKH, AMCHepripyemsie B nojgoctu pra, 10 mr

Market / Poinok Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepns Ne § V2500531 O0neM cepnn " 3600000 Tab
Analytical Repourt No/ - 890001801383 Date of Analysis / . 31.03.2025
AnannTnyeckuii oruer Ne JlaTta ananu3a
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
/laTa npou3BoACTBA I'open go
Mfg. License No. / ‘ MA number: / . JITE-Ne(004669)~(PT -
IfpouszBoacrBeHHan : MNB/05/263 :

Homep PY RU)
JaneH3usa No

Analysis performed according ND:

/ Ananus nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page10f 9/ Crp.1u39

No

No Test / ITokasarennb Results / PesyabTaTsl 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. / Kpyrnbie
side. / Kpyrible nnockue mnockue Tabaetkyu ¢ ¢ackoif, cBero-
TabneTky ¢ Gpackoi, CBETIO- XKEJNTOTO LBeTa C IpaBUpoBKOH «l» Ha
JKEeJNITOTO LBETa C ITPaBUPOBKO OJIHOU CTOpOHE.
«l» Ha omHON cTOpOHE.

2 Identification / Unentudnkanus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / YO®-cnexTpbl NOTJIOLLECHUA
UCIIBITYEMOTO PacTBOpa M  pacTBopa
craHgapTHoro  ofpasla  KeTopoJsaka
TpoMeTaMHHa JIOJDKHBI UMeThb
MaKCHMyMBbI NPU OJHOH M TOH XK€ AJIMHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
ITogrorosneHo: Santosh Kumar
Maurya

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxkep / Pykosoaurensb

Amit Kumar {\/ }
i

Reprint Date /
Hara: 31.03.2025

4’7
Reprint Date /

Jara: 31.03.2025

Reprint Date /
Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 ":‘.

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

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

CERTIFICATE OF ANALYSIS P

CEPTH®UKAT AHAJM3A

A oot e e
Tel : +91 S561GC LoLui-UL

www.drreddys.corm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dxcenpecc (keTopoak) TabaeTKH, Aucnepriapyenble B HOI0CTH pTa, 10 mr

Market / PoiHoKk :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2300531 O6BbeM cepun " 3600000 Tab

Analytical Repovrt No/ . 890001801383 Date of Analysis / . 31.03.2025

AnannTuyeckuii oryer Ne Jlara ananun3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JlaTa nponsBoacTBa I'ogen go -

Mfg. License No. / . “

IIpon3BoacTBEHHAS - MNB/05/263 Mo, number:: g B S OO )S (RIS
Homep PY RU)

Junensns Ne

Analysis performed according ND: / Anaaus nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 2 of 9/Crp.2 m3 9

No
Ne

Test / [Moka3areanb

Results / PesyabTaTh!

Specification / Hopma

Complies / CooTBeTcTByeET

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 ylepKusaHuA
OCHOBHOI0 IIHKa Ha XpomaTorpamme
HCTIBITYEMOTO pacTeopa JOJKHO
COOTBETCTBOBATH BPEMEHH YACPKHUBaHHA
OCHOBHOIO IHMKa Ha XpOMaTorpaMMe
pacteopa CTaHAPTHOTO obpazua
KeTopojiaka  TpoMeTaMuHa  (pasjgen
«KonnyecTBEHHOE ONpeieNICHUE).

Remarks : The Product conforms to ND/
[Tpumeyanue: [IpogykT cooTreTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Hara: 31.03.2025

Hara: 31.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroesneHo: Santosh Kumar IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykopoaurens
Maurya 4 Amit Kumar N- L _

= SNE — i
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.03.2025

Registered Gffice: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85395AP1984PLC004507

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

CEPTUO®UKAT AHAJIU3A

Tel : +91 98166 56G01-02

Souuit sl
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dxenpece (keroposak) TafuieTKii, AHcHeprupyembie B RoA0¢TH pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / . V2500531 Batch Quantity / 3600000 tab /

Cepusa Ne ) Oo0nem cepan " 3600000 Tab

Analytical Repovrt No/ . 890001801383 Date of Analysis / . 31.03.2025

AHanuTHYecKHi oTueT Ne JaTa anausa -

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JlaTa npon3BoACTBa Tomen o -

Mifg. License No. / ) o

IIponsBoacTBeHHAS : MNB/05/263 Sl mumberd/ g DI IE(04002) ST
Homep PY RU)

JuneH3usa Ne

| Analysis performed according ND:

/ Ananus nposeaen no HJI: JI-Ne(004669)-(PT'-RU)-190224

Page30f9/Crp.3m39

No

Test / [Toka3aTenb
~Ne

Results / Pe3yabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

Complies / CooTBeTCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«ConepxaHue
OYTHIITHAPOKCUAHU30TIAN).

2
3-
the

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

e
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / BpemeHa
yIepKUBAHUS [HKOB
2-6yTHATHAPOKCHAHU30I1a u
3-6y TWITHAPOKCHAaHU301a Ha

XpoMaTorpaMmme UCIBITYEMOro pacTBopa

JOJDKHBI  COOTBETCTBOBaTh  BpEeMEHaM
yIEepPKUBAHHS TTHMKOB
2-6y TUIrHAPOKCHAHU30IIa "
3-6yTHATHAPOKCHAHU30IIa Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOTO
o6pa3ziia OyTUIrHAPOKCHaHU30Ma (pasaen

Remarks : The Product conforms to

[Tpumeuanue: [ponykT coorBeTcTBYET Tpebosanmsam HJJ

ND/

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by /
Tloaroroeneno: Santosh Kumar

Maurya @7

Checked by /
[poeepeno: Pardeep Kumar

el

—

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykoroauresb
Amit Kumar {,\ =

[~ -

Reprint Date /
Jlata: 31.03.2025

Reprint Date / .
Jara: 31.03.2025

Reprint Date /
Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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.

Foermulation Unit-6
vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 5600.-G2

CEPTU®UKAT AHAJIM3A .\ drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dkcnpece (keToposiak) TabieTKH, ANCIEPrUpyeMble B N0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne + V2500531 O0bem cepuu " 3600000 Tab
Analytical Report No/ . 890001801383 Date of Analysis / - 31.03.2025
AnanuTHuecKHii oT4eT Ne JlaTa ananusa
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027
JlaTa npon3BoaCTBA T'ogen o
Mfg. License No. /

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

Junensusa Ne

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

Paged40of 9/ Crp.4m3 9

1;.00 Test / IToka3zaTenb Results / PesyabTaThbl Specitication / Hopma
3 Average weight / Cpennsas 70.0 mg / 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr no 72,8 Mr (70,0 mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OIHOPOAHOCTH MaccChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oonee =+ 10 %;
2/20 tabnetok — He 6omnee + 20 %.
4 Disintegration time / 00 min 20 sec / 00 MuH 20 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTeBopenue Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. CisH13NO3*C4H 1 1NO3 (ketorolac
Unit-2 / Tabx-2 ok tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 99 % 75 % Q CisH1sNO3+C4H11NO3
. (xkeToponaka TPOMETaMHH) yepe3 15 mMuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akiawuenne: OJJOBPEHO

Prepared by / Checked by /
[Toaroroeneno: Santosh Ku;g’i

[
Maurya \

Approved by: Manager/Executive /

[posepeno: Pardeep Kumar | Onobpeno: Menemxep / PyKOELO,uHTeJIL

Amit Kumar j\/ P

Reprint Date /
Hara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

13

Reprint Date /
Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIU3A

Tel : +91 961635 56061-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Ikenpecce (keroposax) Tab.ieTKH, THCIEPTHPYeMBbIe B 110J0CTH pTa, 10 Mr

Market / PuiHOK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne + V2500551 O6beM cepun " 3600000 Tab

Analytical Repovrt No/ . 890001801383 Date of Analysis / . 31.03.2025

AHaTHTHYECKHHA oTHeT No Jlara ananusa

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

[laTta npon3BoacTBa T'oxen no

Mfg. License No. / . .

IIponsBoacTBEeHHAS : MNB/05/263 M. Rmber,  JIE-Ne(004669)~(PT'=
Homep PY RU)

aunen3us Ne

Analysis performed according ND: / Auaan3 nposeaen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page50f9/Cip.Smn39

I;.:) Test / ITokazaTeb Results / Pe3yasTaThl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTRYET A uniform suspension passing through a
JucnepcHocThb 710 pm sieve is formed. / O6pa3syercs
OJHOpOJHAsA CYCNCH3UA, MNPOXOIALIas
CKBO3b CHTO C Pa3MepoM OTBEpCTHH
710 MKM.
7 Impurities / ITpumecn

1-hydroxy analog of
ketorolac: /
1-ruppokcuasanor

Below LOQ (LOQ = 0.0032 %)
/ Hixe nipezena
KOJIMYECTBEHHOT'O OTIPENEICHUA

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

Couepmaﬂue BOIbI

KeTopoJaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / e 6onee 0,8 %;
1-xeToaHanor xeToponaka
unidentified impurity / 0.03% not more than 0.5 %; / ue 6oinee 0,5 %,;
eNMHHYHAs ’
HeUNEHTH()UIUPOBAHHAS
MpUMech
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa NnpuMece

8 Water content / 22% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpogykT coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBnexo: Santosh Kumar IMpoeepeno: Pardeep Kumar | Opnobpeno: Menemxep / Pykoroautesib
Maurya £ Amit Kumar =5

) — \h.‘___;‘_{_ 5 J[P\\. -~
Reprint Date / Reprint Date / Reprint Date /
Hata: 31.03.2025 Hara: 31.03.2025 Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L853195AP1984PLLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

P ey gV R Ay

CEPTUDPHUKAT AHAJIM3A

Tel ; +91 98160 55005-82

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keropo.ax) Ta6/1eTKH, IHCHeprupyemMble B 10J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepus Ne A O6Bem cepun " 3600000 Tab
Analytical Repovrt No/ . 890001801383 Date of Analysis / . 31.03.2025
AgaanTudeckuii oryer Ne JlaTa ananu3za
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Jdata npou3BoJACTBA T'open po
Mfg. License No. /

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

Junensusa Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JITI-N2(004669)-(PT'-RU)-190224

Page 60f 9/ Crp. 6 u3 9

i:) Test / llokazaTeib Results / Pe3yabTaTthbl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHM4ecKHe pacTBOPUTEH
Isopropyl alcohol / 06 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 06 MKr B TabreTke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo61osiorndeckasi Yncrora*

Total Aerobic Microbial
Count / ob11ee yucno

not more than 103 CFU/g; /
He 6onee 10° KOE/r;

OnHOPOAHOCTL
AO3HPOBAHHBIX €AHHHULL

NA
a’3pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obliee 4rciIo NA He 6onee 102 KOE/T;
JPOMOKEBBIX U IJIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCyTCTBUE B 1 T.
11 Uniformity of dosage units / 5.0 Acceptance value (4¥) not more than

15.0 Tlokasarens npuemseMocTd (AV)
JoJKeH OuITh He 6onee 15,0.

Remarks : The Product conforms to ND/
IprmMeyanue: [IpoayKT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Saxmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kumar ITposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoauTeib
Maurya ﬁ [ Amit Kumar /y

S — N
Reprint Date / Reprint Date / Reprint Date / b '
Jarta: 31.03.2025 Jara: 31.03.2025 Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 Laboratories Ltd.
Formulation Unit-6

Qe
DI'. Reddy,s q.... Vill. Khol, Nalagarh Road, Baddi,

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

Tel : +91 98160 5600 4-C2

CEPTUOUKAT AHAJM3A o 0

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

Hpoaykr: Ketopoa® Ikenpecce (keTopoiak) TabJeTKH, JHCIIEPprHpyeMble B MOJI0CTH pra, 10 Mr N

Market / PeiHOK :Russia / Poccust

Batch No / . V2500531 Batch Quantity / ~ 3600000 tab /

Cepus Ne ' O6bem cepHH " 3600000 Tab

Analytical Repo‘}'t No/ . 890001801383 Date of Analysis / . 31.03.2025

AnajqnTudyeckunii oryer Ne JlaTa aHanu3za

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npon3BoAcTBa T'ooen no

Mfg. License No. / . .

I ponzeoacTBeHRAS : MNB/05/263 BLAnumbersy/ ; (004 669)=leh=
Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Anasas nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 70f 9/ Crp. 7 u3 9

i.? Test / [lokasaTe/b Results / PesyabTaTsl Specification / Hopma
12 Assay / KonnyecTBeHHOE 10.2 mg/ 10.2 mr From 9.0mg to 11.0 mg of
onpeaeseHHe (101.9 %) CisH13NO3*C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr mo
1 1,0 MTIr C15H13NO3'C4H11NO3
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3adBJEHHOrO KONMYeCTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0966 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxkaHue 0.0966 mr B Tabnerke He menee 0,042 Mr B TabneTke.
OYyTHATMAPOKCHAHH301A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue ynakoBKH (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 TabneTox B
information leaflet in a carton | OnucTepe u3 (TTA/AJITID ¢
pack. / ITo 10 rtabmerox B | Bnaromornotutenem/IIOBII) doneru //
Onuctepe uw3  (ITA/AJ/IID ¢ | (IIS/AJ1) donsru. ITo 1 wiu 2 Gnuctepa
Biaromnoriaotutenem/[15BIT) BMECTE C JIMCTKOM-BKJaAbILIEM B MayKy
doneru // (IT13/AJ) donbru. [To | KapTOHHYIO.

2 6nuctepa BMECTE C JIUCTKOM-
BKJIaJBIIIEM B HauyKy
KapTOHHYIO.

* 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.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykTt cooTBeTcTBYeT TpeboBaHusImM HJJ 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Kumar I[Tposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoautens
Maurya %1’ { Amit Kumar _ S

( =l ‘\~ .
Reprint Date / Reprint Date / Reprint Date / '
Mara: 31.03.2025 Hara: 31.03.2025 Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com



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

Qe
Dr- Reddy’s ‘.... vill. Khol, Nalagarh Road, Baddi,

istt. Solan, H.2., 173 205, INDIA
CERTIFICATE OF ANALYSIS et S0lan H-2.

Tel : +91 98165 5600102

CEPTUDUKAT AHAJTU3A oo ol oo

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcnpecc (keToposiak) TabJeTKH, ANCIePrHpYeMbie B M0A0¢TH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusa Ne s NESIEsl O0BbeM cepHH " 3600000 Tab
Analytical Repovrt No/ . 890001801383 Date of Analysis / . 31.03.2025
AHanuTHYeCcKHil oTueT Ne JlaTa ananuza
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027
JaTa npou3BoACTBA T'ogen no
Mfg. License No. / . o
IlponsBoacTBeHHAsS : MNB/05/263 VIR bR g IEN(00662) (B
Homep PY RU)
_HIeH3Hs Ne
Analysis performed according ND: / Ananun3 nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 8 m3 9
* [Ipu BbINycCKe J€KAPCTBEHHOT0 NpenapaTa KOHTPObh KA4ecTRa no nokazatesto «Mukpodnoiornieckas
YHCTOTA» MPOBOANTCS AJIS KAXNO0H 20-0ff cepuu, MR AJ1sl OAHOI CEPUH B 1o/, B 3aBHCHMOCTH OT TOIG, 4TO
HaCTYNHUT paHblUe,

API name / Haumenosanne ADC: Ketorolac tromethamine / Ketoposaka TpoMeTaMHe
INN/MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABREO008106

Homep cepun npoussoaunteas APC:

FP Manufacturer API Batch number /

Homep cepuu cy0cTaHINH HPOM3BOANTENS FERA00613

I'J1P:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoantens APC, crpana: I-p Peruiu'c JlaGopatopuc JIta., Unaus

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) /

HaunmMenoBaHHe, agpec, JHUEH3IHA AJd J-p Pennwn’c JlaGoparopuc Jlta., Unaus, [TpoussoacteenHoe
IpousBoacreenHas naomaaka / Ilnomagka noapasaenenne-6, Bumn. Kxonp, Hanarapx Poyn, bannu, Jluctpukr
KouTpoJH kadecra / Ilomaaka BbHIYCKA Conan, X.I1., 173205, Unpus (nmuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and qualily control at the abuve wentivued site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoxykT cooTBeTcTBYET TpeboBaHusam H/J 3akmwouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santosh ;b.:(a)mar ITporepeHo: Pardeep Kumar | Onobpeno: Menemxkep / Pykosonurens
Maurya () — ; Amit Kumar L

Y - ol N
Reprint Date / Reprint Date / Reprint Date / 1
Jara: 31.03.2025 Jlara: 31.03.2025 Jlara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4990 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS

Jruen3ust Ne

Tel : +91 981GE 5800127
CEPTUO®UKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (keTopoaak) rabierks, AUcnepriupyemMbie B MOJOCTH pia, 10 mr o
Market / PeiHok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepunsa Ne i V2500281 O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 890001801383 Date of Analysis / - 31.03.2025
AHanuTHYeCKHH oTyeT Ne JlaTa amanu3za
Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027
JlaTa npou3BoJACTBA T'oxen mo
Mfg. License No. /
. MA number: / _ JITI-Ne(004669)-(PT -
IIpouzBoacTBEeHHAN : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Anann3 nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

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
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compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akmoueHHe 0 cooTBeTcTBHM: «HacToAmuM s MOATBEPHKAAI0, YTO MPHBEACHHAS BbIIE MHOPMAITUA SBIACTCH
JIOCTOBEPHOM M TOYHOH. DTa CepHs MPOIYKIHH HIPOM3BeleHa (BKIIOYAs YIAKOBKY (MapKHPOBKY) M KOHTDPOJIb
Ka4yecTBa) HAa BhLIIIEYKa3aHHOM IPOW3BOACTBEHHOH IUIOmaAKe (IUIOIAAKaX) B IIOJIHOM COOTBETCTBHU C
TpeGoBaHMaAME 1IpaBui Hamyexameil IPOM3BOACTBEHHOM MPaKTUKH EBpa3suificKoro 3kOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOOBaHUSIMH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB,
a TaKkXe B COOTBETCTBHH CO CIEU(PUKANUIMHU, COAECPKAIUMHUCS B PETHCTPALIMOHHOM JI0ChE CTPAHBI-UMIIOPTEPA.
3amucH Ho MPOM3BOACTBY, YIIAKOBKE U aHAIIM3Y IIPOBEPEHEL, M YCTAHOBJICHO MX COOTBETCTBHE TpeboBaHusM [ Ipaun

HaJJIeXaleH HpOHBBOI{CTBCHHOﬁ IMpaKTUKH EBpaSHﬁCKOFO 3KOHOMHYECKOI'O COIO3a».

Remarks : The Product conforms to ND/
ITpumeuanue: [IpomykT cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akmoyenne: OJJOFPEHO

Prepared by /

Maurya

Toarorosnexo: Santosh Kumar

Checked by /

IpoeepeHo: Pardeep Kumar

Amit Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Py[{oa(imwenb

NG L

Reprint Date /
Jata: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Hata: 31.03.2025

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