Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vi, Kno!, ialagarh Road, Baddi,

CEPTHO®UKAT AHAJIM3A

Disc:. Soian, H.P, 173 205, INDIA

o nann
£7%56001-02

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

‘ muensng Ne

Ipoxyrr: Ketopoa®™ Dxenpece (xeroposak) TabieTkH, JHCHeprupyembie B nosocru pra, 10 mr
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepus Ne g MESOIES O0bem cepun * 3600000 Tab
Analytical Report No / . 040002951148 Date of Analysis / . 30.05.2025
ABaguTHYecKMil oTyeT Ne ’ Jlara ananausa ' T
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa mpou3BOACTBA ’ [open g0 )
Mfg. License No./

) MA number: / ~ JII-Ne(004669)-(PI'-
IIpousBoacTBEeHHAs : MNB/05/263 | Howep PY ' RU)

b\nalysis performed according ND: / Anaau3s nposeaes no HJL: JI-Ne(004669)-(PT-RU)-190224

Page 1 0f9/Crp. 1139

| No . .
Ne Test / TlokasaTefb Results / Pe3yJbTaThl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrnbie
side. / Kpyrable rnockue mwiockye TabneTkn ¢ (acKod, CBETIIO-
tabnetky ¢ dhacko, CBETIO- JEITOTO 1BeTa C TPAaBUPOBKOH «» Ha
JENTOrO 1IBETA C PABHPOBKOM OJIHOM CTOPOHE.
«l» Ha OAHOH CTOPOHE.
2 Identification / UpesTnduranus
Ketorolac / Kemoponak Complies / COOTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution

should have peaks at the same wavelength
(£ 2nm). / YO-cnexTphl TNOIIOMEHUA
MCIBITYEMOr0  pacTeopa M pacTBopa
cranmapTHoro  ofpasua  KETOponaka
TpoMeTaMHMHa JIOJDKHBI AMETb
MaKCUMYyMBI TIPH OJIHOM ¥ TOH XK€ JUIHHE
BOJIHBI (£ 2 HM).

.

Remarks: The Product conforms to ND/
Lipumeuanne: TIPOUYKI LuuLBoLLLBYCT tpeGonainin HIT

Conclusion;: APPROVED /
Raxnmnuenne: QJOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Rama Kant TIporepeno: Pardeep Kumar

ok
b L

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopomuten
Pavan Kumar Sharma

|
e

e

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jata: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
www.drraddys.com




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

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

Vill. Khot, nalagarh Road, Baddi,
Disco. Soian, H.P., 173 205, INDIA

CEPTHOHKAT AHAJIH3A ==

71 9816565600102

aisa!

’E‘oduct . Ketorol Express (ketorolac) Or

ally Disintegrating Tablets 10 mg

Ipoayxr: Keropoa” Srenpece (keTopoJAK) TA0NETKH, HCHEPTHPYEMBIE B nosoct pra, 10 Mr
Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepun Ne : V2501048 O06beM cepuH " 3600000 Tab
Analytical RepOft No/ . 040002951148 Date of Analysis / . 30.05.2025
AnanuTnyeckuii oraer Ne o JlaTa anaju3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npon3BOACTBA Topen 10

Mfg. License No. / . .
IIpon3BoAcTBEHHAS : MNB/05/263 MA number: / : JITE-Ne(004669)-(PT-

Howmep PY RU)

mmnensus Ne

| Analysis performed according ND: / AHanH3 NpOBEAEH N0 H: JIII-Ne(004669)-(PT-RU)-190224

Page 2 of 9/ Crp. 2139

No

Test / [Toka3zaTeib
Ne

Results / Pe3yabTaTbl

Specification / Hopma

Complies / CoOOTBETCTBYET

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 yAep)KHBaHUA
OCHOBHOIO THKAa Ha XpOMaTorpamme
UCTIHITYEMOTO pacTBopa JI0JKHO
COOTBETCTBOBAThL BpeMEHM YACPIKHBAHUSA
OCHOBHOrO TMHKa Ha XpoMaTorpaMme
pacrBopa CTaHAapTHOTO obpasua
KeTopoliaka  TPOMeTamiHa (pa3nen
«KOIHECTBEHHOE OTIPENEIICHHE).

Remarks: The Product conforms to ND/

1 Ipumeuanne: |IpoayK1 COULBELILLBYSL rpeGopatan HIT

Conclusion: APPROVED /
Raxmnuenne; QJJOBPEHO

Prepared by /
IMoarotoeneHo: Rama Kant

G

Checked by /
[posepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykopoauTenb
Pavan Kumar Sharma L =

'-Iif-. ——

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jlara: 30.05.2025

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.
Formulation Unit-6
Vi, Knol, Malagarh Road, Baddi,

CEPTHOPUKAT AHAJIM3A

Disce. Salan, H.P., 173 205, INDIA

21525600102

Ddl L=

D
[Molan

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa®™ DKrcnpecc (xeTopojiak) TabeTKH, AHCHepTrHpYEMbIC B

noJioctu pra, 10 mr

Market / Peinox :Russia / Poceust

Batch No/ . Batch Quantity / 3600000 tab /

Cepus Ne : V2501048 O06BbeM cepiH " 3600000 Tab

Analytical Repourt No/ . 040002951148 Date of Analysis / . 30.05.2025

AnaauTHyecKuii oryeT No JlaTa apann3a

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

JiaTa npou3BOACTBA Toaen 10

Mfg. License No. / . .

IponseoacTBEANA - MNB/05/263 MA number: / : JITI-Ne(004669)-(PT*
Homep PY RU)

anienzus Ne

Analysis performed according ND:

/ Anaan3 nposenen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 3 0of9/Crp.31n3 9

No

Test / [TokasaTennb
Ne

Results / Pe3yabTaThl

Specification / Hopma

Butvlhydroxyanisole /
Bymunzuopokcuaruson

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
yIep>)KUBAHHUA MHUKOB
2-6yTHITHAPOKCUAHU30M1A u
3-6yTWITUAPOKCHAHK30IIA Ha

XpOMaTorpaMmme HCbITYeMOTO pacTBopa

NO/DKHBI  COOTBETCTBOBATh ~ BPEMCHAM
yIepKUBaHHs [IMKOB
2-6yTHATHAPOKCHAHHU30JIA U
3-6yTHITHAPOKCHAHU30NIA Ha

XpOMaTorpaMMe pacTeopa CTaHAAapTHOrO
obpasia OyTHITHIPOKCHAHKW30IIA (paznen
«Copnepxanue

6y THITHAPOKCHAHU30JIA).

Remarks: The Product conforms to ND/
[Tpumeuarue: [TpoayKT COOTBETCTBYET tpeosanuam HIL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama Kant

Checked by /
ITposepexo: Pardeep Kumar

=

Approved by: Manager/Executive /
Ono6peno: Menempkep / Pykaeoautenb
Pavan Kumar Sharma 4 -

Jobs

Reprint Date /
Jara: 30.05.2025

Reprint Date /

Hara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1884PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Raddy's Laboratories Ltd.
Formulation Unit-6
Vili. Ko, vlalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Disci. Soian, HP, 173 205, INDIA

CEPTHOHKAT AHAJIM3A

B 1°% Fer=ingaaTal )
o JUUU_L‘C’L

ERS I e e

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

Tpoaykr: Keropou” Ixcnpece (xeTopoJIaK) TabaeTKH, MHCNePTHPYEMbIE B

nosoct pra, 10 mr

Market / Poinok :Russia / Poccust

Batch No / , Batch Quantity / ~ 3600000 tab /

Cepus Ne { V2501048 O0nem cepui " 3600000 Tab

Analytical Report No / . 040002951148 Date of Analysis / . 30.05.2025

AHanuTHYecKdii oTyer Ne NMara apajausa

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

JiaTa npoH3BOACTBA Topen 10

Mfg. License No. / . .

ITpousBoAcTBEHHAS - MNB/05/263 MA number: / : JIIE-Ne(004669)-(P1-
Homep PY RU)

aununen3ns Ne

Ij—\na!ysis performed according ND:

/ Ananns nposeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 40of 9/ Cip. 413 9

Ij‘.:)—r Test / Tloka3aTe)ib Results / Pe3yabTaThl 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 g0 72,8 Mr (70,0 Mr + 4,0 %).
Complies / CoOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHOPOAHOCTL MACChl 2/20 tablets - not more than £ 20 %. /

18/20 Tabnerox — He Oonee = 10 %;
2/20 TabneTok — He Gonee + 20 Yo.

4 Disintegration time /
PacnagaemMocThb

00 min 24 sec / 00 muH 24 cex

Not more than 3 min. / He 6onee 3 MHH.

5 Dissolution / PacTsopesue Unit-1/ Tabn-1 96 % Not less than 75% (Q) of
5 o C1sH13NO3CsH11NO3 (ketorolac
Unit-2 / Tabn-2 98 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 98 % 75 % Q C15H13NO3*C4H1NO3
i (keToponaka TPOMETaMKH) Hepe3 15 muH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 100 %
|
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [IpoayKT COOTBETCTBYCT Tpebosanusam HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Rama Kant ITpoepeHo: Pardeep Kumar Opno6peno: Menemkep / PykopoauTenb
' . r Pavan Kumar Sharma L’: S
it T
Reprint Date / ' Reprint Date / Reprint Date /
Jata: 30.05.2025 Jara: 30.05.2025 Jata: 30.05.2025

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: LR5195AP1984PLC004507

www.drraddys.com




Dr.Reddy’s ":’0

CERTIFICATE OF ANALYSIS

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

Vil Khol, Malagarh Road, Baddi,
Discs Solan, H.P, 173 205, INDIA

CEPTHO®HUKAT AHAJITM3A

Toil 420 00L0s 5600102

nm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keroposak) TabieTks, AUcHeprapyemsle B MOJOCTH PTa, 10 mr

Market / PoiBOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne | NEDoRE O0beM cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002951148 Date of Analysis / . 30.05.2025

AHajHTHYEeCKHH 0TUeT Ne JlaTa anaJjm3a

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

JlaTa npon3BOACTBA T'ogeH go

Mfg. License No. / . .

IpousBoacTBEHHAS : MNB/05/263 L mumberi , HIENE(H0A669)=(RIi=
Homep PY RU)

auuensua Ne

Analysis performed according ND: / Ananus nposesen no HJI: JITT-Ne(004669)-(PT-R1))-190224

Page Sof 9/ Crp. Su3 9

CopepxaHne BObl

1;,2 Test / ITokazaTesb Results / Pe3yabTathl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHoOCTh 710 pm sieve is formed. / O6pa3zyercs
ONHOPOJHAs CYCTEH3Us, MPOXOaALIasn
CKBO3b CHTO C pa3MepoM OTBEpPCTHH
710 MKM.
7 Impurities / IIpumecn
1-hydroxy analog of 0.0035% not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: /
1-rugpokcuaHanor
KeTopoJiaKa
1-keto analog of ketorolac / . not more than 0.8 %; / ue 6onee 0,8 %;
1-KeToaHaJIOT KETOpONaKa 0.06%
unidentified impurity / not more than 0.5 %; / ve 6onee 0,5 %;
eAVHUYHASA 0.02%
HenIeHTHOUIUpOBaHHAsA
NpUMeCh
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa npumecei
8 Water content / 21 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
Ipumeuanne: [Tpomykt cooteTcTByeT Tpebosannam HJI

Conclusion: APPROVED /
Jaxawuenne: OJOBPEHO

Prepared by /
TMoarorosneHo: Rama Kant

Checked by /
ITposepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyKoBoAUTEN b
;o

Pavan Kumar Sharma :E::’:__:/rz

Gkl
Reprint Date / \
Hara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLC004507

www.drreddys.com




Qe
Dr.Reddy’s ‘,’.’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

Tel : +21 58166 56001-02

www.drreddys.com

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

Ipoaykr: Kertopoa® Dxcnpece (keroposiak) TabaeTku, JHCHEprupyemMble B HOJIOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne  MEDIEs O0bem cepHH " 3600000 Tab
Analytical Report No / . 040002951148 Date of Analysis / . 30.05.2025
AHanuTHYecKHH 0TYeT Ne S Jarta anajm3a
Date of Manufacture / - 05/2025 Date of Expiry/ . 04/2027
JlaTa npouszBoACTBA I'onen no
Mfg. License No. /
. MA number: / _ JIII-Ne(004669)-(PT-
IlpousBoacTBEeHHAN : MNB/05/263 Homep PY ' RU)

Juauenzus Ne

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

Page 6 of 9/ Crp. 6 m3 9

i.:) Test / [loka3aTenn Results / Pe3ysibraTsl Specification / Hopma
9 Residual solvents / OcTaTo4uHble OPraHN4YeCcKHE PACTBOPUTEH
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /
Nzonpomnanon 10 Mxkr B Tabnerke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6uoJsioruyeckasi YucToTa*

OagHOPOAHOCTD
J03MPOBAHHBIX €AMHHIL

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / o6111e€ 4UCIIO He 6onee 10° KOE/r;
a3pO6GHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / ob1iee ynco He Gonee 102 KOE/r;
JPOXOKEBBIX H IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / 4.8 Acceptance value (4¥) not more than

15.0 IToka3zarens mpuemsieMoctd (A V)
IokeH ObITh He 6oee 15,0.

Remarks: The Product conforms to ND/
[pumeuanue: ITpogykT cooTBeTcTBYET TpebosanuaM HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IToaroroBneHo: Rama K'flnt
bt

P

ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pymaomﬁenb
Pavan Kumar Sharma

Reprint Date / '

Jara: 30.05.2025

Reprint Date /
Jarta: 30.05.2025

Reprint Date /
Hara: 30.05.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com



[ X3
Dr.Reddy’s €s¢

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Tel : +91 58166 56001-02

www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropos® Ixcnpece (keTopoJak) TabJeTKy, JUCIePrApyemMble B MOJIOCTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No/ - V2501048 Batch Quantity / 3600000 tab /

Cepus Ne ] O6beM cepun " 3600000 Tab

Analytical Report No / . 040002951148 Date of Analysis / . 30.05.2025

AnaguTHYecKHii oT4eT Ne JaTta anann3za -

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

Jara mpou3BocTBa Topen o

Mfg. License No. / . .

IlponsBoacTBEHHAS : MNB/05/263 S number: : JITI-Ne(004669)- (P -
Homep PY RU)

JiHnen3us Ne

Analysis performed according ND: / Anann3 npoeenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 70f 9/ Crp. 7u3 9

—

No
No

Test / [TokazaTennb

Results / PesyabTaThI

Specification / Hopma

omnpeae/ieHue

12 Assay / KonnuecTBeHHOE

10.2 mg/ 10.2 Mr
(102.2 %)

From 9.0mg to 11.0 mg

CisH13NO3°C4H11NO;

(ketorolac

of

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
1 1,0 MI C15H13N03'C4H1 1NO3
(xketoposaka Tpomeramud) (oT 90,0 mo
110,0 % oT 3asBJICHHOr0 KOJHYECTBa) B
Tabnertke.

13 Butylhydroxyanisole
content / Coaepxanne
Oy THIITMAPOKCHAHU30.12

0.0955 mg/tab /
0.0955 mr B TabneTke

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

14 Package description /
OnucaHue ynakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
Giaucrepe w3z (TIA/AJVIID ¢
prnaronornoturenem/I19BIT)
doneru // (I13/AJ1) onsru. Ilo
2 OaucTepa BMeECTe C JIMCTKOM-
BKJIaJIBIIIIEM B MaykKy
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. / ITo 10 Tabnerok B
6ictepe u3 TTA/AJITID c
pnaronorsiotureneM/[1OBIT) doneru //
(I13/AJ1) doxneru. Ilo 1 win 2 Gnucrepa
BMECTe C JINCTKOM-BKJIAJbIIIEM B ITAa4Ky
KapTOHHYIO.

Remarks: The Product conforms to ND/

Ipumeuanue: [Ipoxyxr coorBercTBYET Tpeboanmusam HJI

Conclusion: APPROVED /
3akawyenne: OJOBPEHO

Prepared by /
IToxnrorosneHo: Rama Kant

Bulut

Checked by /
ITposepeno: Pardeep Kumar

[ —

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pyuoao,&u"mnb
Pavan Kumar Sharma

=

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Jata: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

[ 1]
DI’. ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS cwnn
CEPTUDPHUKAT AHAJIN3A Tel : +51 98166 56601-02
www.drredilys, -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropoa® Jxenpecc (keTopoJax) Ta61eTKH, AHCIEPrHpyembie B M0JI0cTH pra, 10 Mr
Market / Poinok :Russia / Poccust
Batch No / : Batch Quantity / . 3600000 tab /
Cepus Ne # Ve OIDE O6bem cepaH " 3600000 Tab
Analytical Repourt No/ . 040002951148 Date of Analysis / . 30.05.2025
AnajuTHyecKHni oTuet Ne JlaTa aHanu3za ]
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Mara npousBoacrsa | T'onen no N |
Mifg. License No. / ] -
IIpou3sBoAcTBEHHAS : MNB/05/263 A Crs TG gl
Homep PY RU)
JTHueH3ns Ne
Analysis performed according ND: / Auaun3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page8 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 BuIMyCKe JIeKAPCTBEHHOr0 NpenapaTa KOHTPo/Ib Ka4ecTBa N0 nokasarenio «Mukpobuosoruyeckas
YHCTOTA» MPOBOAMUTCS AJisl Kaxaoil 20-0if cepum, HiiM AJ8 OAHOH CepHH B rol, B 3aBHCUMOCTH OT TOr0, 4TO
HACTYIHT paHbIUE.

API name / HaumenoBanne APC: Ketorolac tromethamine / Ketoponaka TpoMeTaMUH

INN / MHH: ~ Ketorolac / Ketoponak

API manufacturer batch number / ABSHO001109

Homep cepun npouspogutesia ADC:

FP Manufacturer API Batch number /

Homep cepnu cyOCTAaHIHMH MPOH3BOAHATEA FESA00158

I'JID:

API Manufactured by & country / Dr. Reddy's Laboratories L.td., India /
IIpoussonuteas A®C, crpana: J-p Pennu'c Jlaboparopuc JItn., Uunus

Name, address, authorization No for ¥P 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) /

HaumeHnoBaHn#e, aapec, JMIEeH3AS I J-p Pennu’c Jlaboparopuc JIta., Uunus, IIpoussoacTeeHHOE
ITpon3eoacTeenHas niaomanka / Ilnomaaka noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, banau, Juctpukr
KOHTpOoJd KadyecTsa / Ilnomaaka BeInmycka Conan, X.I1., 173205, Uuaus (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/ Conclusion: APPROVED /

[Tpumeuanue: ITpoaykr cooTseTcTBYeT TpeboBanuam HJI 3axkmouenne: QJJOBPEHO

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

IToarororneHo: Rama Kant IMposepeno: Pardeep Kumar | OngobpeHo: MeHemkep / PykoBoauTesis
Pavan Kumar Sharma b

Reprint Date / ' Reprint Date / Reprint Date / =

Jara: 30.05.2025 Jlata: 30.05.2025 Hara: 30.05.2025

Registerad 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: L85195AP1884PLC0O04507
www.drreddys.com



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

Qe
Dr.Red dY,S ‘.0. Vill. Khol, Nalagarh Road, Baddi,

Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A _
- www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jkcnpece (xeToposiak) TabeTKH, THCIIePrEpyemMble B M0J10¢TH pra, 10 mr
Market / Pomok :Russia / Poccus
Batch No/ ) Batch Quantity / 3600000 tab /
Cepus N2 8 V2501048 O6bem cepum © 3600000 Tab
Analytical Report No/ . 040002951148 Date of Analysis / . 30.05.2025
AnajguTHueckHil oTuer No JlaTa anajaunza
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara nponsBoacTsa T'onen no
Mfg. License No. / . o
IIpon3BoAcTBEHHAs : MNB/05/263 A e i 8 SHIEN(UEOOE(RI=
Homep PY RU)
JHIeH3usA No
Analysis performed according ND: / Ananns 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».

3akia4yeHHe 0 cooTBeTcTBHU: «HacTosmuM s MOATBEPXKAAI0, YTO PUBEACHHAs Bbllle HHQOPMAIIHA SBISETCA
JTIOCTOBEPHOM M TOYHOM. DTa cephs NMPOAYKLIUHM MPOHM3BEIEHa (BKIOYAs YNAaKOBKY (MapKHPOBKY) M KOHTPOJIb
KadecTBa) Ha BBHIIICYKA3aHHOM IIPOM3BOJACTBEHHOM IUTOMmManKe (IUIOLIAJKaXx) B IOJHOM COOTBETCTBHH C
TpeboBanusamu [IpaBun Hajnexameit IPOU3BOJCTBEHHOM NpakTHKKM EBpasuiickoro 5K0OHOMHYECKOTO coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6psa 2022) u TpeGoBaHUAMHU KOHTPOJIA Ka4€CTBA JIEKAPCTBEHHEIX CPE/CTB,
a TaKkXKe B COOTBETCTBUH CO CIIeLU(UKALUIMY, COJIEPKAIMUMUCS B PETHCTPALIMOHHOM JOChE CTPaHBI-HMIIOPTEPA.
3amucH 110 MPOU3BO/JICTBY, YIIAKOBKE M aHAIHM3Y IPOBEPEHEL, H YCTaHOBJIEHO HX COOTBETCTBUE TpeboBaHusaM IIpasui
HaJUTeXKAaIed MPOU3BOACTBEHHON IpakTUKKU EBpa3uiickoro 3KOHOMHUYECKOIO COI03a».

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

ITpumeuanue: ITpogykT cooTBeTcTBYET TpeboBanusaM HJI 3axumwuenne: OJJOSPEHO

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

IToaroroBneno: Rama Kant [TpoBepeno: Pardeep Kumar | OnobpeHo: Menemxkep / Pykopoauressb
@‘J (Ldr‘ ﬁ Pavan Kumar Sharma g A

N2 : g
Reprint Date / | Reprint Date / Reprint Date / -
Jlara: 30.05.2025 Hara: 30.05.2025 Jata: 30.05.2025

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