Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd_
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJTA3A

vewsl dreesddyg com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keToponak) TabJeTKH, AHCNeprupyemsie B MoJ0CTH pra, 10 Mr

Market / Prinox :Russia / Poccus = & W
Batch No / . Batch Quantity / . 3600000 tab /

| Cepua Ne VR O6beM cepun * 3600000 Tab
Analytical Repoj't No / © 040002773108 Date of Analysis / . 26.12.2024
AnannTHYecKHi oTuer Ne Jara avanuza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTta npouzeojcraa Tonen o
Mfg. License No. /
IIponsBoacTBennas - MNB/05/263 et e 2QUS00- (-

Homep PY RU)
HmenzHs Ne

| Ana_!ysis performed according ND: / Ananus nposenen mo HJI: JITI-No( 005565_)~(P[‘-RU)—190224

Page1of9/Crp.1u39

i: Test / [lokazaTens Results / PesynbTaTsi Specification / Hopma
1 Description / Onncaune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrisie
side. / Kpyrnelie wiockue mnockue TabrneTkd ¢ ¢ackoii, CBeTiO-
TabyeTky ¢ (ackoi, ceeTio- JKENITOr0 1LIBETa € TpaBHPOBKOW «l» Ha
JKCJITOrO LBeTa ¢ IPaBUPOBKOI OIHOM CTOpOHE,
«l» Ha oZHO¥ cTOpOHE. |
2 ldeniitication / Maerruducn umns —
Ketorolac / Kemoponax Complies / CooTeeTCTBYET uv spectré of the test solution and
ketorolac tromethamine standard solution

should have peaks at the same wavelength
(= 2nm). / V®-cnexTphl NOrNOILEHHA
UCTIBITYEMOTO pacTBOpa M pacTBopa
CTAaHHApTHOro  ofpasna  KeTopojiaka
TpOMETAMHHA IOJDKHEI HUMeTE
MaKCHMYMBI IPH ORHOM M TOM XKe IUIMHE
BOMHEI (% 2 HM).

Remarks : The Product conforms to ND/
[pumeyanue: [Tpoaykr coorBetcTByeT TpeGoranmaM HIT

Conclusion : APPROVED /
Saxmouenne: OJOBPEHO

Prepared by /
Iloarorosneno: Pardeep Kumar

e

Checked by /
ITposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoautens
Amit Kumar

/'\f i

Reprint Date /
Jara: 26.12.2024

Reprint Date /
JHara: 26.12.2024

Reprint Date / !
Hara: 26.12.2024

Registergd Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 49G0 2900, Fay: +91 49 4900 2999, Ernail: maii@drreddys.com

CIN: L8S195AP1984PLCONASQT
wiwwvedrreddys.com




Dr.Reddy’s ":‘

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

Vill. Kho!, Nalagarh Road, Badd;,
Cistt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIU3A www.drreddys.com

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

Iponayxr: Keropoa® Dxcnpece (keroponax) Tabierky, AECneprEpyemMble B nogocTd pra, 10 mr

Junenaua No

Market / Prinok :Russia / Poccus -
Batch No / ] Batch Quantity / . 3600000 tab /
Cepus Ne R O6nem cepun " 3600000 Tab
Analytical Repourt No/ - 040002773108 Date of Analysis / . 26.12.2024
AHanuTHYeCKHH oT9eT No JaTa anamu3a
Date of Manufacture / - 1172024 Date of Expiry / . 10/2026
Jara npoussojacrsa T'omen mo
Mfg. License No. / :

- MA number: / . JIII-Ne(004669)-(PT -
IIpon3soacTBeHHan : MNB/05/263 Howmep PY ' RU)

hAna]ysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PI-RU)-190224

Page20of 9/ Crp. 2 n3 9

No

N Test / Iloxa3aTens

Results / Pe3yanLTaTs!

N 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 ynepxuBanus
OCHOBHOTO MNHMK2a Ha XpoMaTorpamme
HCIIBITYEMOTO pacTBOpa LOIKHO
COOTBETCTBOBATE BpeMelH YIeP)KHBaHHS
OCHOBHOIO ITHKd Ha XpOMaTOrpamMMme
pacTsopa CTaHJapTHOTO o6pasiia
Keroponaka  TpoMerammua  (pasaen
«KonuyecTREeHHOE OMpeesieHUER).

Remarks : The Product conforms to ND/
Tpumeuanue: [Tpoavkr coorreTeTBYeT Tpetoranusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToxgrotosneno: Pardeep Kumar

Checked by /
Iporepeno: Pawan Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauTesnb

Amit Kumar A i
Mzt

Reprint Date /
Hara: 26.12.2024

Reprint Date /
Hara: 26.12.2024

Reprint Date /

i
Hara: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 46 4960 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwiy.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIU3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykTt: Keropoa® Dkenpece (xeToposak) TabaeTKH, AMCNCPrupyeMble B 010CTH pra, 10 mr

| Market / Poinok :Russia / Poccns ) =
Batch No / X Batch Quantity / 3600000 tab / o
Cepus Ne ) 0O6mem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002773108 Date of Analysis / . 26.12.2024
AHanuTHyeckuii oTyeT No Jlara ananu3a
Date of Manufacture / ) Date of Expiry / .
JlaTa npon3soacrea Seanzs Toaexr go A
Mfg. License No. /
Ipon3BOACTBEHHAAS : MNB/05/263 I‘]\_;IA nm}r:;)’er:/ ; JI:II}-NQ(004669)-(PF-
aunenzia Ne S e o)

Analysis performed according ND:

[ Anasnz nposegen mo HIL: JII-No(004669)-(PT-RU)-190224

Page3of 9/Cip.3n3 9

N
[ .N‘:_') Test / [Tokasavenan Results / Pe3ynbTaTh! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuzon butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

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

content"” section). / Bpemena
YAepKUBAHUS ITHKOB
2-GyTHArHAPOXCHAHNIONA "
3-6y TUNCHAPOXKCHAHH30IA Ha

XpOMaToTpaMMe HCIBITYeMOro pacTBopa

JIONAHBL  COOTBETCTBOBATH  BPEMeHaM
YAeP)KUBAHNS TIMKOB
2-6yTUNTHOPOKCHUAHN30.12 U

3-6yTWIrHAPOKCHAHH30NA Ha
XpOMarorpaMMe pacTBOpa CTaHAAPTHOro
obpa3ia 6yTUIrHOpOKCHARH3O0NA (Pa3fien
«CopepxaHue
6YTHIIrHIPOKCUAHU30dan).

Remarks : The Product conforms to ND/

TIpumeganue: IIpoaykT cooTBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by /
Iloaroroenero: Pardgcp Kumar

Checked by /
IMpoBepeHo: Pa;van Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Amit Kumar Koo

Reprint Date /

Jara: 26.12.2024

Reprint Date /*
Hara: 26.12.2024

Reprint Date/ |
JHara: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 49G0 2900, Fax: +91 40 4900 2999, Ermail: rnzii@drreddys.com
CIN: 1.85195AP1983PLCDNA4507

wendrreddys.com

N




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Cistt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOHUKAT AHAJM3A

voww. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keToponak) TabieTky, AHCneprupyeMbie B moocTH pra, 10 mr

Market / Poinok :Russia / Poccus i

Batch No / ; Batch Quantity / 3600000 tab /

Cepusz No - V2402739_ O6bem cepun " 3600000 Tab

Analytical Repo“rt Noa/ - 040002773108 Date of Analysis / . 26.12.2024

AnagnTHuccKkHil oTyeT Ne Jarta anaauaa

Date of Manufacture / - 11/2024 D_ate of Expiry / . 10/2026

JlaTta upon3BoacTea T'ojen oo

Mifg. License No. / ) o

TIpouzsojcTReHHAs . MNB/05/263 B [l LI R S
Homep PY RU)

JAnnenzus Ne

Analysis performed according ND: / Ananuz npoeexen mo HJI: JITT-No(004669)-(PT-RU)-190224

|

Page 4 of 9/ Crp.4n3 9

OaHOpPOAHOCTH MacChl

i.:) Test / TTokasaTeab Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeausn 69.2 mg / 69.2 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
macca . 5 Ot 67,2 Mr-ao 72,8 mr (70,0 Mr £ 4,0 %).
Complies / CooTBEeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

'}/20 TabaeTok — He bonee = 2U Y.

2/20 tablets - not more than = 20 %.
18/20 Ttabnetok — me bonee + 10 %;

/

4 Disintegration time /
Pacnagaemocrthb

00 min 26 sec / 00 MuH 26 cek

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

[Tpumevanue: TIpoavkT cooTreTeTBYET Tpebosanusm HJT

5 Dissolution / PacTeopenue Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. - CisH13NO3°CaH ) [NO3 (ketorolac
Dl 22 T 28% tromethamine) in 15 min. / He menHee
Unit-3 / Ta6n-3 100% | 75% (9)) Ci1sH3NO3°C4HINOs
. (keTopoNaka TPOMETaMMH) 4epes 15 MuH,
Unit-4 / Ta6n4 101 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zakmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

<L -

Checked by /
ITporepeno: Pawan Kumar

4

i

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTtens

Amit Kumar ,\‘_/ L
/ 3 ;,...-d-"'"‘__
L

Reprint Date /
Hata: 26.12.2024

Reprint Date /

Reprint Date/ '
JMara: 26.12,2024

Hara: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50C034, Telangana, India
Tel: 451 45 4960 2900, Fax: +91 40 4900 2998, Ernaijl: maii@drreddys.com
CIN: L§5195AP1984PLCON4507

wwwyrdrieddys.com




Dr.Reddy’s Qi"'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.,
Formuiation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

'Product : Ketorol LExpress (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Sxcnpece (keropoaak) TabaeTin, AHCHEprupyeMble B noiocTH pra, 10 mr

Market / PoiHOK :Russia / Poccusn

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne R O6neM cepHn " 3600000 Ta6

Analytical Repo:'t No / . 040002773108 Date of Analysis / . 26.12.2024

AHaJnTHUecknii oTyeT Ne JlaTa anaausa

pate of Manufacture / . 11/2024 Date of Expiry / . 1012026

laTa npousBoacTBa T'onen no

Mfg. License No./

IIponzBoacTBEHRANA : MNB/05/263 MA number: / ! JILI-N&(004669)-(PT=
Homep PY RU)

AHueH3znsa Ne

Analysis performed according ND: / Anann3 nposenen o HJI: JII-Ne(004669)-(PI'-RU)-190224

Page50f9/Crp.Sn3 9

i.:) Test / Moka3aTenas Results / PesynsTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBercTByeT A uniform suspension passing through a
JucnepcHocTs 710 um sieve is formed. / O6pazyetcs
ONIHOPOAHAA CYCMEH3HdA, TIPOXOousas
CKBO3h CHTO C pa3MEpPOM OTBEpCTHi
710 MkM.
7 |, Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-runpoxcuananor
KETOpoJiaKa

Below LOQ (1LOQ = 0.0032 %) /
Hike mpesiena KOJIMHCCTBCHHOTO
onpeaenenus (TIKO = 0.0032 %)

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

1-keto analog of ketorolac /
1-KeToaHaJIOT KeTOpoJIaka

0.05%

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

unidentified impurity /
€HHMMHAsA
HeHAeHTHOUIIMPOBAaHHAS
TipUMeCh

0.02%

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

total impurities /
CYMMA ITPHMOGeIi

0.1%

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

8 Water content /
CogepraHne BOAbI

2.4 %

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

Remarks : The Product conforms to ND/

T[Ipumeyanne: Ipoxykt coorserctayer Tpe6osanuam HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
Toarorosneno: Pardecp Kumar

Checked by /
IposepeHo: Pawan}l_){umar
1

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosomarens

Amit Kumar e
A

Reprint Date /
Hara: 26.12.2024

Reprint Date /
Jara: 26.12.2024

Reprint Date/ '

Harta: 26.12.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 461 40 4960 2900, Fax: +9.1 40 4900 2998, Ernail: maii@drreddys.com
CIN: L§S5195AP1884PLCDN4507

wwydrreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHUKAT AHAAU3A

voveudrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Sxenpece (keroposak) TabieTks, [Heneprapyembie B 1010CTH P14, 10 mr

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne i i OGbeM cepHH " 3600000 Tab \

Analytical Repo:'t No/ . 040002773108 Date of Analysis / . 26.12.2024

Apaguraqeckuii oTyer Nb Jdata anajmnsa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa npon3BoAcTBA Toaen po N

Mfg. License No. / . T No - .

IlponasoncTBeHHAas - MNB/05/263 MA number: / : JIII-.N‘.(OO4669)-(PF—
Homep PY RU)

nunensua No =

Analysis performed according ND: / Ananu3 npoBejien mo HIL: JII-Ne(004669)-(PI-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

NN:) Test / Ilokazarennb Results / PesyabTarsl Specification / Hopnma
9 Residual solvents / OcTaTouiible oprany4ecKHe pacTBOpHTeIH
Isopropy! alcohol / 15 pg/tab / Not more than 350 pg/tab. /
Wzonponadon 15 Mkr B Tabnerke He 6osee 350 MKr B TabJIeTKe.
10 | Microbiological purity*/ MukpoGuonornyeckas YyHeToTa®
Total Aerobic Microbial not more than 10* CFU/g; /
Count / ofliee 9YuCIIO0 NA He Gonee 103 KOE/T,
a3p0oOHBIX MHUKPO-
OpTaHH3MORB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o61nee 9ucnoO NA He 6onee 102 KOE/T;
JPOXKEBEIX U MIECHEBBIX ‘
rprbos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyrcrBue B 1 I
11 | Uniformity of dosage units/ 10.5 Acceptance value (4¥) not more than
OaHOpOAHOCTH 15.0 Tlokasatens mpuemiemoctH (4V)
J03UPOBAHHBIX EXHHHI( OMKeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/

TIpumeuanwe: JIponyKT COOTBETCTBYET TpebOoBaHMIM HII

Conclusion : APPROVED /
Sakarouenne: OJOBPEHO

Prepared by /
Toarotoeseno: Pardeep Kumar

Checked by /
IIposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykogoauTeib

<—:.f_,/ /‘:L Amit Kumar P o (Ve
Reprint Date / Reprint Date/  * Reprint Date / -
Hara: 26.12.2024 Hara: 26.12.2024 Hara: 26.12.2024

Registerad Office: 8-2-
Tel: +€3 49 200!

237, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, india
30 Z80C, Fax: 491 40 1900 2998, Ernail: maii@drreddys.com

CIN: L85195AP19S.IPLCA0ASOT

wuay, drredays.con




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formujation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02

CEPTHOHEAT AHATIH3A

vow dryaddyz.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropon® 3xenpece (kKeropoaak) TabaeThi, ARCAEPINPYEMBIC B OJOCTH P, 10 mr

Market / Peinox :Russia / Poccua N

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne ek O6bem cepuit " 3600000 Tab

Analytical Repoz't No/ . 040002773108 Date of Analysis / . 26.12.2024

AnanuTndecknii oTyer Ne JlaTa aHaJIH3A

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026

JlaTa npon3BoOJICTBA I'open 1o

Mfg. License No. / . o - i

IIpousBoacTBEHIANA : MNB/05/263 MA number: / : JI-}e(004665)-(PT~
Homep PY RU)

sAnen3na Ne —=]

Analysis performed according ND: / Ananns nponexen no HJL: JI[I-M(U04669)-(PF—RU)—190224

No

N Test / [IokazaTeanb

Results / PeayabTaTsl

Page 7 of 9/ Crp. 7 m3 9

Specification / HopMa

12 Assay / KonudecTBeHnoce
onpejenenue

9.8 mg /9.8 Mr
(98.1 %)

From 9.0mg o 11.0 mg of
C1sH;3NO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr o
11,0 mr C15H13NO;3*C4H;; NO»
(xeToponaka Tpometamus) (ot 90,0 mo
110,0 % OT 3aABJEHHOTO KONHYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content / Coacpxauue
Gy THJITHAPOKCHAHH30/12

0.0964 mg/tab /
0.0964 mMr B TabneTke

Nol less than 0.042 mg/tab. /
He menee 0,042 mr B TableTke.

14 | Package description /
OnucaHle 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. / Ilo 10 TabaeToKk B
omucrepe 3 (TTAJATUTID ¢
paaronoraotutenem/IIOBIT)
domsru // (T13/AIT) ¢onsru. o
2 GnMcTepa BMECTE C JIHCTKOM-
BKAA/BIIIEM B a4ky
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 TabneTok B
6auctepe u3 (JTA/ATVTID c
snaronornorturenem/IIPBIT)  doneru //
(1D/AT) donera. ITo 1 wix 2 6nuctepa
BMECTE C JMCTKOM-BKJIAJbIIIEM B NAYKY
KapTOHHYIO.

Remarks : The Product conforms to ND/
TTpumeuansue: [ponykr coorserctayer Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IoarorosneHo: Pardeep Kumar

Checked by /
[poeepeno: Pat}f)an Kumar

g}.‘___

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoauresib
Amit Kumar R o P

|rI = _j‘:’:_',_-"‘"

Reprint Date /
Jara: 26.12.2024

Reprint Date /
JlaTa: 26.12.2024

Reprint Date /!
TMara: 26.12.2024

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; #9140 4900 2000, Fay; 491 60 4900 299¢, Ernail: maii@dreeddys.com
CIN: L8S195AP1984PLCONIS07

wyiw, diroddys.com




Dr.Reddy’s Q'!‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Bistt. Solan, H.P., 173 205, INDIA
Tel : 491 88166 56001-02

CEPTHOHEKAT AHAJIM3A www, drreddys.com
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i
Mpoayir: Keropon® Sxenpece (keroposak) TabieTsn, AHCHeprupyembie B mosocTu pra, 10 mr
Market / Puiiox :Russia / Poccus
Batch No / n ; Batch Quantity / ~ 3600000 tab /
Cepns Ne ML O6nem cepru " 3600000 126
Analytical Repo:'t No/ . 040002773108 Date of Analysis / . 26.12.2024
AnaguTHuecKHl oTyeT N3 Jara ananu3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa mpou3BoacTBa Togen no |
Mfg. License No. / . . , o
IIpousBogcTBEHAAA : MNB/05/263 o e o : IR RN
Homep PY RU)
nAneHsns Ne 4
Analysis performed according ND: / Anaans nposenen mo HII: JIII-Ne(004669)-(PI-RU)-190224 |

Page 8 of 9/Crp. 813 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.
* Tlpu BLINYCKe JIEKAPCTEEHHOTO Npenapara KOHTPOIb Ka4ecTBa o noxasareno «Muakpodnonornyeckas

YHCTOTa» NPOBOAHTCH OIS Kaxxaoif 20-oit CcepHy, HJIH OJIA 0AHO CepHH B rojl, B 3aBHCHMOCTH OT TOro, 410

HACTYIIMT paKbIIe,

API name / Haumenoaune ADPC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepun npoussoguTens ADPC:

ABRH007648

FP Manufacturer API Batch number /
Homep cepuu cy6CTaHIHH TPOH3IBOAHTEISA
TJId:

FERA00488

API Manufactured by & country /
Mponseogutens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penau'c Jlaboparopuc Jlta., Uanwus

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

HawnmeHoBaHHe, axpec, THIEeH3WsL I8
Tponssoacreexnnan miomaaka / Ilnomaaka
KONTpoJsa KavecTsa / [lnomanka Bhimycka

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 Penaw’c JTa6oparopuc JItx., Unaus, [IponssoacTeentoe
noxpasaenenvie-6, Bunn. Kxons, Hanarapx Poyxz, Banau, ducTpuxt
Conau, X.I1., 173205, Mngus (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/

Ipumeuanne: [poaykT cooTBeTcTRyeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

=

Checked by /
I[Tposepero: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykosoauTtens
Amit Kumar /\ N \

\/ =

Reprint Date /
Jara: 26.12.2024

Reprint Date /
JaTa: 26.12.2024

|

Reprint Date /
Iara: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 44 4900 2900, Fax: +51 40 4900 2998, Ernail: maii@drreddys.com

CIN: 1.35195AP1984PLCO04507
wyavdrreddys.com

{




Dr. Reddy's L.aboratories Ltd.
Formulation Unit-6

Qo
Dr. Reddy,s Q.... Vill. Knol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS ) -
—— Tel - +91 98166 56001-02
?EP THOUKAT AHAJTA3A www.drreddys.com " o
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponykT: Keropon® Jxenpece (KeToposiak) TabieTku, AHCHEprupyemble B HoA0CTH pra, 10 mr
 Market/Ppisok :Russia/Poccna iy -
Batch No / . Batch Quantity / _ 3600000 tab /
Cepust Ne Y Vel O61em cepHH " 3600000 Tab
Analytical Repourt No/ - 040002773108 Date of Analysis / . 26.12.2024
AwnanuTHyeckHi oTyer No llaTa aHaJH3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jlata npou3BoacTEA : Tomen po
Mfg. License No. / - ) :
ITpouseopcTBeHHAs : MNB/05/263 e ; JI.I..I-NQ(004669)-(PF.
Homep PY RU)
JANeH3HA Ne ' ek G |
Analysis performed according ND: / Anajun3 nposeacn no HJI: JITI-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».

3aK/Ii0ueHne 0 cooTBeYCTBHA: «HacToAmuM s MOATBEPXJIAIO, YTO IPUBENEHHAs BHINE HHQOPMAIIUS ABJISETCA
ZIOCTOBEPHOM H TOYHO. 3Ta cepHs MPOAYKLUMH TMPOM3BedeHa (BKIIOYAd YIAKOBKY (MapPKHPOBKY) M KOHTDOIb
KAyecTBAa) HA BEHIIIEYKA3AHHOM IIPOM3BOACTBEHHOM IUTomanke (TUIOLIANKaX) B IIOJHOM COOTBETCTBHH C
TpeGoranmamu [TpaBui HalTex)allell IPOM3BOACTBEHHOH MPAKTUKH EBpasHMCKOro SKOHOMUYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa6ps 2022) u TpeboBagMaMH KOHTPOJISA KaueCTBA TEKAPCTBCHHEBIX CPEJICTB,
a TaKKe B COOTBETCTBHH CO ClIEUMGHKANKSIME, COTEPKAIMMHCA B PETUCTPAIIHOHHOM [[0ChE CTPAaHBI-AMIIOPTEpA.
3anKcH [0 IPOM3BOACTBY, YIIAKORKE H aHAH3Y IIPOBEPEHbI, H YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHHAM [Ipaswan
Hajiexalneit pou3BOACTBCHHON IPaKTHKKH EBpa3niCKOT0 3KOHOMHIECKOTO COK03ay.

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

ITpumeqanne: [Iponykr cootseTcTBYeT TpeGoBanuam HJI Zaxmoucnue: OJIOBPEHO

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

TMogrorosneHo: Pardeep Kumar Tlposepeno: Pawan Kumar Ono6peno: Menemxep / Pykosopnrens
7 Amit Kumar i

Reprint Date / Reprint Date/ * Reprint Date/ '

Hara: 26.12.2024 Hara; 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4950 2900, Fax: +91 40 4300 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCONA507
www.drreddys.com




