@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

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

Vill. hol, Nalagarh Road, Badcii,
Distt. Soian, H.P.,, 173 205, IND{A
Tel:+91 98166 56001-062

CEPTUD®UKAT AHAJIM3A

vrany drreddvs.com

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

Ipoaykr: Ketopoa® Dkenpecc (keTopoiiak) T20J1eTKH, AHCHEPrHpyemble B.M010¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne i VORI O0nem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002703537 Date of Analysis / . 99.10.2024

AHaguTHYecKHH oTueT Ne Jara anannsa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JaTa npoH3BoacTBa Togen g0

Mfg. License No. / ] o

IIpousBoacTBEHHAsS : MNB/05/263 S Dumberl , JII-Ne(004669)-(PT-
Homep PY RU)

JTuneHzasa Ne

Analysis performed according ND:

/ Ananus nposeaen mo HI: JITI-Ne(004669)-(PT-RU)-190224

Page1of9/Crp.1m39

tablets with "|" debossed on one
side. / Kpyrable miockue
TabneTkH ¢ ackoii, ceeTso-
XKEJITOro L{BeTa ¢ rpaBUPOBKOi
«l» Ha oAHOIT cTOpOHE.

NNQO Test / [lokazaTeanb Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "[" debossed on one side. / Kpyrnbie
riockue Tabnetku ¢ (ackoi, CBETNO-
JKeJTOro 1BeTa C IpaBUPOBKOH «|» Ha
OJHOM CTOPOHE.

2 Identification / UaenTud

HKaAUHudA

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnekTpbl INOIJOLLECHUA
HCIILITYEMOTO  pacTBopa M pacTBopa
cTaHgapTHOro  obpasua  KeTopoJsaka
TpoOMeTaMUHa JIOJIXKHBI HUMETh
MaKCHMYMBI [IPH OJHOH U TOH ke AnyHe
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to

Ipumeuanue: ITpoaykT coorBeTcTBYET TpeboBarnam HJI

ND/

Conclusion : APPROVED /
3akiarouenne: OJJOBPEHO

Prepared by /

IToarorosineno: Santosh Kumar
Maurya @

Checked by /
[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurenb
Amit Kumar

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date /
JlaTa: 29.10.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tol +01 304900 2900, Fix: 281 40 4900 2929, Email: mail@drreddys.com

CIil: LSS10EAP1R3APLCO0A50T

www,drreddys com




Dr. Reddy's Laboratories Lid.
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’ @ S
Dr.Reddy’s €5 o g o 5
173205, INDIA
CERTIFICATE OF ANALYSIS TEF': 31 GBIE6 5600102
CEPTUOUKAT AHAJIM3A e LS
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Jxcnpecc (KeTOPOIaK) TA0IETKH, AHCIEPTHPYEMbIe B IOJIOCTH PTa, 10 mr |
Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne - V2402196 O6Bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002703537 Date of Analysis / . 99.10.2024
AHanguTHYEeCKHIT oTueT Ne JlaTa aHAaIM3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026
Jata npom3BoJcTBa T'ogen mo
Mfg. License No. / . . i
IIpouzsoacTBEeHHAN : MNB/05/263 MA number: / ; LN OGO
Homep PY RU)
JneH3us Ne

Analysis performed according ND:

/ Ananns nposenen no H: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Crp. 2 u39

No

Test / Moka3zaTennb
No

Results / Pe3yabTaThl

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
OCHOBHOIO [IHKa Ha XpoMmaTorpamme
HCTILITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATH BPEMEHH yINEPKHBAHHA
OCHOBHOI0 I[IMKa Ha XpoMmarorpamme
pacTBopa CTaHAAPTHOTO obpasua
KETOpoNaka  TpoMeTamMMHa  (pasnen
«KonnuecTBeHHOE ONIpeNeIEHHEY).

Remarks : The Product conforms to

IMpumeuanue: [Mpoaykr coorBeTcTBYeT Tpebosanusam HJI

ND/
3aka

Conclusion : APPROVED /

wuyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Santosh Kumar IMpoerepeno: Pawan Kumar Ono6peHo: Menemxkep / Pykosoauresnb
Maurya : Amit Kumar e\
: ;’_ J&”}/’
Reprint Date / Reprint Date / Reprint Date/ |
Jlarta: 29.10.2024 Jara: 29.10.2024 Jlara: 29.10.2024
Repistered Office: 8-2-237, Road Mo, 3, Banjara Hil

Tl

#3140 4500 2904, Fax:

CIN: L85

is, Hyderabad - 00034, Telangzana, india
X mail: mpili@dereddys.com




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

Dir. Reddy's Laboratories L
Formuation i

vill. khoi, Nalagarh Road, Badd:,

3 73 205, INDIA

)

=y
55006102

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jxcnpecc (keroponak) TabneTr, AUCHeprupyeMble B MOJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusi N VRt O6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002703537 Date of Analysis / - 99.10.2024
AHaguTH4YecKHIl oTueT Ne Jara ananusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026

Jara npon3soacTea Tomen 10

Mig. License No. / . .
ITponspoacTBenHas : MNB/05/263 10 Dumb ey . JHI-Na(004669)-(PT-

JHIen3sHa Ne

Homep PY

" RU)

Analysis performed according ND:

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

Page3 of9/Crp.3 39

1;.00 Test / [loka3zaTesnnb Results / PesynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuson 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
yIepPXKHBAHUS TIMKOB
2-6yTHIrNAPOKCHAHH30J1a H
3-6yTHIrHAPOKCHAHU30J1a Ha

XpOMarorpamMe HCIBITYEMOro pacTeopa

JOJDKHBI  COOTBETCTBOBAaTh ~ BpEMEHAM
YAEpKUBAHHS TTHKOB
2-0yTUNTUAPOKCHAHU30J1a u
3-0yTUNTUIPOKCHAHU30J1a Ha

XpoMarorpaMme pacTBopa CTaHAAPTHOIO
obpazna OyTHArHOpoKcUHaHu3ona (pasaen
«CopnepxaHue
OYTHUITHAPOKCHAHU30TIAN).

Remarks ; The Product conforms to ND/
Ilpumeyanue: [Ipoaykr coorBeTcTBYET Tpeboanuam HJ

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IMoaroTtosneHo: Santosh Ku/mar

Checked by /

ITpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemkep / Pykosoauresib

Maurya : Amit Kumar L
Reprint Date / Reprint Date / Reprint Date / K
Hara: 29.10.2024 ara: 29.10.2024 Jata: 29.10.2024

Logistared Office: 83-327, Read No, ¢
Tal: #8971 40 4900 2200, Faw +8

a, India




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Forintation Unit-5
vill. kKhol, Naiagarh Road, Baddi;,

166 50001-02

CEPTUO®UKAT AHAJIU3A

i Arrecistug
W & 'S

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ponykt: Keropoa® Ixcnpece (keToposak) TabaeTxu, AMcneprupyemble B MoJ10CTH pra, 10 mMr

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne V2402196 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002703537 Date of Analysis / . 29.10.2024
AHannTu4vecknii oruer Ne JlaTa anaansa
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026
JaTa npoH3BOACTBA T'onen no
Mfg. License No. / | MA number: /  JITI-Ne(004669)-(PT -
IIpousBoacTBEHHAS : MNB/05/263 :

Homep PY RU)
auneH3ng Ne

Analysis performed according ND: / Anaiu3s nposesen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 4 of 9/ Crp. 4 n3 9

i.oo Test / [Toka3zarennb Results / Pe3ynbraTs! Specification / Hopma
3 Average weight / Cpeansis 69.6 mg / 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macca . Ot 67,2 Mr po 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOPOAHOCTHL MaCChI 2/20 tablets - not more than £ 20 %. /
18/20 Tabnetox — He Oonee =+ 10 %;
2/20 Tabnetok — He Oonee = 20 %.
4 Disintegration time / 01 min 00 sec / 01 muH 00 cex Not more than 3 min. / He 6onee 3 muH.
PacnmapaemocThb
5 Dissolution / PacTBopenne Unit-1/ Ta6ba-1 100 % Not less than 75% (Q) of
. Ci5Hi3NO3CsH 1 NO3 (ketorolac
Unit-2 / Tabn-2 101 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta61-3 100% | 75%  (Q  CisHisNO3*CHiiNO;s
i (keToposiaka TPOMETaMUH) Yepes 15 MHH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/
IMpumeuanue: [TponykT cooTseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akaruenne: OJOBPEHO

Prepared by /
IMoarorosieHo: Santosh Ku%

Maurya by

Checked by /
Iposepeno: Pawan Kumar

o

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurenb

Amit Kumar e
:'f\(’”‘.‘/’/

7

Reprint Date / Reprint Date / Reprint Date /
Jara: 29.10.2024 Jara: 29.10.2024 Jlara: 29.10.2024
Registerad Offico: 8-2-337, Road Nu. 2, Banjara Hille, Hycerabad - 500034, Telangana, India
Toi: +91 404900 2800, Fax: <01 30 4900 2889, Email: maili@drreddyz,.com

CiN: LESI95APRT

www, drreddys.cam



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. ithot, Malagarh Road, Badel,

Distt, Solaiy, H.R, 173 205, INDia

18166 56001-02

CEPTUDOUKAT AHAJIM3A

ja SrpECivs Cor
. Gy e 9.0

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

Tponykr: Keropon® Drenpece (KeTopoJiak) TabaeTkH, ANCHePrupyemMple B M0J0CTH PTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne Mal s O6bem cepun " 3600000 Tab

Analytical Repourt No / . 040002703537 Date of Analysis / . 99.10.2024

Ananurn4yeckHii oTueT No JlaTa anajam3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jdata npon3eoicTsa T'onen 10

Mfg. License No. / . .

IIpousBoacrBeHHas : MNB/05/263 R BumboN : JIII-Ne(004669)-(PT-
Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Ananuns nposeaen no H/I: JITI-Ne(004669)-(PT'-RU)-190224

Page50f9/Crp.5m 9

i‘f Test / [lokasaTenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTb 710 um sieve is formed. / O6pa3zyercs
OJHOPOIHAs CYCIEH3WdA, NPOXonsiias
CKBO3b CHUTO C pa3MEpoOM OTBEPCTHM
710 MKM.
7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor
KeTopoJiaKa

1-keto analog of ketorolac /

Below LOQ (LOQ = 0.0032 %)
/ Hxe npezena
KOJNIMYECTBEHHOTO OIpPEENIEHU
(ITKO = 0.0032 %)

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

not more than 0.8 %; / ue 6onee 0,8 %;

CopaepxaHue BOAbI

1-KeTOaHANOT KeTopoyaKa 0.05%
unidentified impurity / not more than 0.5 %; / ue 6onee 0,5 %;
eIMHHYHas 0.04%
HEHAESHTUPUIYPOBAHHASA
npuUMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cymma npuMecei
8 Water content / 33% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpedosanusam HJI

Conclusion : APPROVED /
Bakmwuenne: OJJOBPEHO

Prepared by / Checked by /

Ioarorosneno: Santosh Kumar IIposepeno: Pawan Kumar
Maurya ‘ZA %

——

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Amit Kumar N

,,A«-:i-f ]

Reprint Date /
Jara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date / 1
Jara: 29.10.2024

Recistered Office: 8-2-237. Read No. 3, Banjara Hi

lis. Hyderabad - 500024, Telangana, India

Tel: +91 501900 2900, Fax: +81 40 5900 2989, Emait: mail@drreddys.com

Clid: LEE1S5AR1ICE4

PLCONGS0T

www.drreddys.com




Dr.Reddy’s “3.'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labeoratoiies

Lid

CEPTUDPUKAT AHAJIU3A . drreddys.cormi

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykr: Keropon® Jxcnpece (keTopoak) TabIeTKH, AHCHEPrupyeMbie B OJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepusa Ne Va0 O0nem cepnn " 3600000 Tab

Analytical Repovrt No/ . 040002703537 Date of Analysis / . 20.10.2024

AHaguTHYecKHIT oTyeT No JlaTa aHaan3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

Jara npon3BoacTBa T'open no

Mfg. License No. / ] o

IIpon3BoacTBEHHAS : MNB/05/263 MA number: / : L (D)=
Homep PY RU)

anunenzas Ne

Analysis performed according ND: / Anauns nposeaen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page 60of 9/ Ctp. 6 139

1;.3 Test / oka3aTeJsb Results / PesynabTaTsi Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHNyecKue pacTBOPUTE/IH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
Hzomnpomnaxoua 6 MKr B TabyeTke He 6onee 350 MKr B TaOneTke.
10 | Microbiological purity*/ Muxpo6uonoruyeckas yucrora™
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / oO1iee 4kCIO He 6osee 10° KOE/T;
a’3pOOHBIX MUKPO-
OpraH13MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o01uee yrcno He 6onee 10 KOE/T;
JPOMOKEBLIX 1 IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 | Uniformity of dosage units / 39 Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 TlokasaTtenp npHeMneMocTH (AV)
A03UPOBAHHDBIX €JHHHULL JospkeH ObiTh He Goee 15,0.

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykr coorBeTcTByeT TpeOoBaHusiM HJL

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar IIporepeno: Pawan Kumar Onobpeno: Menemxep / Pykoponuress
Maurya % - Amit Kumar Y

Reprint Date /
Hara: 29.10.2024

Reprint Date / /
Hara: 29.10.2024

Reprint Date/ '

JlaTta: 29.10.2024

Reagistered Office: 6-2-227, Road Mo

Tel: 491 50 4200 2900, F

3, Eanjara Hills

Ci; LELLH5ARL

""" v drreddys.ce

yderabad - 00024, Telangana, india
5, Email mailidrreddya.comn

LIO04507

n




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS IS

Dr. Reddy's Laboratories Lid
Formuiation Uinit-6
Yill, khol, Malagarh Roat, Baddl,

Distt. Solan, H.B, 172 205, INDiA

91 92168 56001-04

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keropoaak) Tabaerks, AHcneprupyembie B H0JOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne A V2402156 O6Bem cepin " 3600000 Tab

Analytical Repourt No/ . 040002703537 Date of Analysis / . 9910.2024

AHaauTHYecKHH oTyeT No JlaTa aHa/au3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JlaTa npoH3BOACTBA I'ogen go

Mfg. License No. / ) .

IlponssoacTeennas : MNB/05/263 pIanumbes Y : PILE(PIRECU=HIS
Homep PY RU)

JnueHzus Ne

Analysis performed according ND: / Anaans npogenen no HJL: JII-Ne(004669)-(PT'-RU)-190224

Page7of9/Crp. 7 m3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
6nucrepe u3  (ITA/AJI/TID ¢
snaronorjorurenem/I[19BIT)
doneru // (II3/AJ) doneru. Ilo
2 6nucTepa BMECTE C JIHCTKOM-
BKJIaIBILIEM B nayky
KapTOHHYIO.

1;.00 Test / ITokasaTenb Results / Pe3ysibTaThl Specification / Hopma
12 Assay / KoninuecTBeHHOE 9.9 mg /9.9 mMr From 9.0mg to 11.0 mg of
omnpeaeaeHue (99.3 %) C1sH;3NO3+C4H  1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr g0
1 1,0 MI' C15H13NO3'C4H1 [NO3
(xeToponaka TpomeramuH) (ot 90,0 nmo
110,0 % OT 3asBJIEHHOTO KOJHMYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0938 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxxanue 0.0938 mr B TabneTke He menee 0,042 mr B TaONETKE,
Oy TH/ITUAPOKCHAHU30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne YIaKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTox B
6nucrepe u3 (TIA/AJI/TID '
pnarornornotuteieM/[I19BIT) donsru //
(N3/AJT) donbru. ITo 1| nuamn 2 Gnuctepa
BMECTE C JIICTKOM-BKJIAABILIEM B MAYKY
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusaM H/T

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IMonrorosneno: Santosh Kumar
Maurya '

Checked by /
ITpoeepeHo: Pawan Kumar

ra

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaurenb

Amit Kumar j;\(, %

Reprint Date /
Hara: 29.10.2024

Reprint Date / J
Jara: 29.10.2024

Reprint Date / J
Jara: 29.10.2024

Resistercd Office: 3-2-237, Read No, 2, Banjarn Hifls, Hyderabad - 500034, Talangana, india

Tol: #9140 4200 2860, F

201 40 4900 29099, Tmail: mail@direddys.com

Clid: L3515 AP1934PLCG0AR0Y

wavvsdrreddys.com




Dr.Reddy’s “:‘

Dr. Reddv's Laboratories Lid
Formulation Jnit-6

Vill. Khol, Nalazarh Read, Baddi,

Diste. Solan, H.P, 172 205, INDA
3166 56001-02

CERTIFICATE OF ANALYSIS i
CEPTUDPUKAT AHAJIM3A Y arERCysiam
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Jxcnpecc (keTopoak) TabaeTKH, AMcHeprupyembie B HOJOCTH PTa, 10 mr |
Market / Prigok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusa Ne R Q0Bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002703537 Date of Analysis / . 29.10.2024
AHanurudeckuii oruer Ne JlaTa apaansa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026
JlaTta npom3BoacTBa I'ogen go
Mfg. License No. / ] o
IponsBoacTBEHHAS : MNB/05/263 O g PIIE-NE(004669)-(PT-
Homep PY RU)

JuneH3ust No
Analysis performed according ND: / Ananus nposeaen mo HJ: JIT-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 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 BbINycCKe JEK2PCTBEHHOro MpenapaTa KOHTPOJIb KauyecTsa Mo nokasarento «MukpoGuonornieckas
YHCTOTAa» NPOBOAMTCS A5l KaxKnoii 20-oii cepuu, MM AJIA OXHOI CEPHM B roll, B 3aBUCHMOCTH OT TOro, YTO

HACTYIMT paHbLUe.

API name / Haumenopanue ADC:

Ketorolac tromethamine / Keroposiaka TpoMeTaMHH

INN/ MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep ceprn npouspoautes A®C:

ABPH002429

FP Manufacturer API Batch number /
Homep cepnu cyOCTAHIHH NPOH3BOAHTEIS
TJP:

FERAO00519

API Manufactured by & country /
IIponseoanrenn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlabopatopuc JIta., Munous

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

HaumeHoBaHue, afipec, JJHIEH3HS 111
IIpou3BoacTBenHas niomanka / Ilmomanka
KOHTPO.1a kKayecTBa / [Lnomaaka Beimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

JI-p Pennu’c JlaGopatopuc Jita., Muaus, [IpoussoacTeentoe
noapasaenenue-6, Bumn. Kxones, Hanarapx Poyn, banau, ucrpukr

Conan, X.JI1., 173205, Unpus (iuuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

[Mpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akarouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kur IlpoeepeHo: Pawan Kumar OnobpeHo: Menemxkep / Pykosoauresnb
Maurya @, : Amit Kumar M=
—
Reprint Date / Reprint Date / Reprint Date / '
Hara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024
Ravistersd Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4500 2900, Fax: 01 40 4500 2999, Email: mail@drreddysz.com
CIN PSS 1ARAPTARAPHTOWERGT

s drreddys.com




Dr. Reddy's Laboratories Lid
Formulation Unit-6

@
Dr. Reddy’s ‘.... Vill. ihol, Malagarn Road, Badd;,

Distt. Sofan, H.P, 173 205, INDiA

CERTIFICATE OF ANALYSIS ~ Tol:+31 98166 5500102

e

o rlemers o

CEPTUOUKAT AHAJIM3A W rrediGys.com

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

Ipoaykt: Keropoa® Dkcenpece (keToposiak) TabaeTkH, AuclieprapyemMbie B NOJIOCTH PTa, 10 mr
‘Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne § V2202196 Oobem cepHH " 3600000 Tab
Analytical Repovrt No / - 040002703537 Date of Analysis / - 99.10.2024
AHaguTHYecKHI oTyeT No JlaTa anaansza

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2026
Jlara npos3BoacTsa I'ogen go

Mfg. License No. / ) .
IIpouszsoacTrBeHHAst : MNB/05/263 S DUBCE Y : ST EE e

Homep PY RU)

JanueH3us Ne

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

Page9of9/Crp. 9 mu3 9
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 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».

3akiarouende 0 cooTBeTcTBHH: «HacTosAlyM g IOATBEPXK/A0, YTO TPUBENICHHAs BBIIIE HHQOPMalHs ABISETCS
JOCTOBEPHOH M TOYHOM. JTa cepHs NPOAYKLMH MpOH3BeNeHa (BKIIOYas YNAKOBKY (MapKHpOBKY) U KOHTPOJb
KauecTBa) Ha BBIIEYKA3aHHOW [POM3BOACTBEHHON IUIOIIAAKE (IUIOWIAJKax) B TOJHOM COOTBETCTBHU C
TpeGoBaHmaMH [TpaBUiI HajeXallel DPOM3BOACTBEHHON MpakTHKH EBpasuiickoro sxoHoMu4YecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsaops 2022) u TpeOoBaHUSIMH KOHTPOJIS Ka4eCTBA JICKapCTBEHHBIX CPEJCTB,
a Talke B COOTBETCTBHH CO ClelnHKAIMIMI, COAECPKAIIUMUCS B PETHCTPAIIMOHHOM JIOChE CTPaHBI-UMIIOPTEPA.
3amKCH 10 IPOM3BO/ICTBY, YIIAKOBKE M aHATHU3Y IIPOBEPEHEL, H YCTAHOBIEHO HX COOTBETCTBHE TpeboBaHusM [IpaBui
HaJIexKallel IPOU3BOJACTBCHHON NpakTHKYU EBpasuiickoro 3KOHOMHYECKOTO COXO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam H/L 3axmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar ITpoeepeno: Pawan Kumar Onobpero: Menemxkep / PykoBoauresib
Maurya \ : Amit Kumar =

: -'LL /5('/
Reprint Date / Reprint Date / Reprint Date/ '
Hara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024

Ragisterad Cffice: §-2-327, Road No. 2, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel. +91 30 4800 2900, fax; <91 40 4900 2999, Email: mail@ drraddys.com

CIN: L5 195AP1984PLCO0S507
wyw.drreddys.com




