TSI DTS (St e, B ) oY
S/s Ul iniegs e

Dr.Reddy’s Q:"

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: I{eTopon@‘ Axcnpece (K eTopoIAK) TABTETKY, ANCHED THpyeMmble B MOJOCTH pTa, 10 mr

Market / Poiok :Russia / Poccna = R
Batch No / ) Batch Quantity/ ~ 3600000 tab /
Cepus Ne o by O6nen cepix " 3600000 Tab il
AR pIEE N | : 040002991115 e hanssl 4 pdon 2008
Anagurnyecknit order No Jlara ayangza ]
Date of Manufacture/ « 06/2005 Date of Expiry / . 05/2027
Jara npoHzBoACTBA T'ogewr xo
Mfg. License No. /
IlponzpoacTBemasn : MNB/05/263 RIS muinfbg: | - SAEIC004667) (T

. Homep PY RU)

JnueH3ua Ne i

Apalysis performed according ND: / Anasms nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224 b =
Page 10f9 /Crp. 113 9

! ——— e —————— e T ———— = —————— =}; ==
' 1;.:) Test / TlokasaTeas Results / PeayasTaTe! 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. / Kpyrnsie
side. / KpyTiisie miockie tockue TabneTku ¢ dackoi, cBeTio-
Tabnetku ¢ dackoH, ceeTio- MENTOr0 IBeTa C rpaBMpoBKOH «l» Ha
METOro LBETA C [PABUPOBKOM OHO# CTOpOHE.
«» Ha ogHO# cTopoHe.

2 Identification / M geuTndukauus

Kietorolac / Kemoponax Complies / CooTBeTCTBYET | UV specira of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cneKTpsl MOCrIONIEHUS
HCIBITYeMOTO pacTBOpa M  pacTBOpa
cTanmaptHoro  ofpasua  keroponaka
TPOMETAMITHA IOJIXKHBI HMETH
MaKCHMYMbl Opu OQHOI M TOM Xe AJIMHE
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeqanue: Ilpoaykr cooTsercTByeT TpeGopanmam HII 3akmouenne: OJIOBPEHO
Prepared by/ Checked by/ Approved by: Manager/Executive /
IMoarotosnetio: Ramakant IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykosoauTens
Amit Kumar {
A ‘ »
@»‘Cﬁg (),L—':‘ /\'/ -
Repunt Date / ! Reprint Date / Reprint Date / -
Jata: 09.07.2025 Hara; 09.07.2025 Hara: 09.07.2025
Reajstereci Gifics: 3-2-537, Rond No. 3, Banara Hills, Hyderabad - 500034, Telangan o, b dia

Teak 31 40 4900 2900, Fax: 491 40 1800 2999, Email: mail@drreddvs.com
CIM:; L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘f:"

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

-CE]

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

rH[)Oil_\ncrz KeTopoa® Dkenpece (KeTopoaak) Ta6.1CTKH, AICNEprUpYeMbIC B IIOJIOCTH pTa, 10 mr e

| Analysis performed according ND: / AHaJH3 nposeaen no HJI; JIII-N‘_I(‘00466SD-_(PI‘-RU)—190224_ i |

Market / PoiHok :Russia / Poccus e i

Batch No/ N Batch Quantity/ ~ 3600000 tab / 3

Cepns No s MEOPISES O6bem ceprn ~ 3600000 Tab

Analytical Repourt No/ . 040002991115 Date of Analysis / . 09.07.2025

AHanHTHYECKHI oTyeT No ) Jara anannza

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

Jara nponsBoacTBa T'open no ——

Mfg. License No. / ) ]

Ilpou3poacTBeHHan . MNB/05/263 MA pumben:/ I e g U
Homep PY RU)

JHUIeH3nst Ne

—l

| Test / [TokazaTens

Results / PesyanTaThl

Page20f 9/Crp. 239

Specification / Hopma

-_C_omplies / CooTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond (o that on the chromatogram ol
ketorolac tromethamine standard solution
(Assay section). / Bpems ynepskusaHus
OCHOBHOTC [HKa Ha XpoMaTorpaMme
HCIBITYEMOr0 pacTBopa JOJKHO
COOTBETCTBOBATL BPEMEHH YIEPXKHBAHHS
OCHOBHOTO MHKA Ha XpOMaTorpaMme
pacTBopa CTaHAAPTHOrO obpasua
KeToponaka  TpoMeTaMmHa  (paspen
«Konu1ecTBeHHO® ONpeAeeHHED).

Remarks: The Product conforms to ND/
[Tpumeuanue: IIpogykt cooreeTcTBYeT Tpehoranuam HIT

Conclusion: APPROVED/
3akayenne: OJJOBPEHO

Prepared by /
IToproroeneno: Ramakant

g

Checked by/
Iposepeno: Pardeep Kumar

N el
N .

Approved by: Manager/Executive/

Onobpeno: Menemkep / Pykosonurens

Amit Kumar o
B

=

Reprint Date /
Hara: 09.07.2025

Reprint Date /
Jara: 09.07.2025

Reprint Date / f

JHara: 09.07.2025

Remsvarnd Dfiicay8-2-33

Tk

, Rozd nke. 3, Banjars Hills, Hyderabad - 300034, Telanzana, Ins fia
81404 900 2900, Fax: 491 60,500 2999, Email: maii@drreddy:z.com

CIMN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q’:’

CERTIFICATE OF ANALYSIS

Or. Reddy's Laheratories Lid

Unit-5

ion

CEPTUDUKAT AHAJIM3A

Market / Pbinox

:Russia / Poccua

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tipoaykr: Keropon™ Jkenpece (k eToponak) Tabact, ancieprupyeseic B noxoctn pra, 10 mr

Batch No/ - ~ | Batch Quantity / 3600000 tab/
Cepxa Ne Y R2I0I808 O6neM cepitn * 3600000 Tab
Analytical Repoz-t No/ . 040002991115 Date of Analysis / . 09.07.2025
Anamrruecknri oryer Ne JMara anannza
Date of Manufacture / . 06/2025 ]?ate of Expiry / . 05/2027
JlaTa npoH3BOACTRA I'ogen fto
Mfg. License No. / ) .
| lIpousrogcTBEHKRANA : MNB/05/263 OJA mmber: / ; JATENH004669)~(PT=
' Homep PY RU)
annensus Ne

Analysis performed according ND: / Axasns nposeen no HJI: JII-Ne(104669)(PT-R1))-190224

~ Page3of9/Cwp.3m39

: T
| 2,: Test / okazaTens { Results / PesynbTathl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunaud poxcuanuzaon butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

3-6yTunruapoKcHan13oNa

«CopepxaHHe
6y THATHIPOKCHAHU30IAY).

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

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). f Bpemena
yHEepHUBAHMS NUKOB
| 2-0yTwnrHapokcuanusona H
| 3-6yrunruppokcUaHH30Ma Ha

XpOMAaTOrpaMMe HCTIBITYEMOTO pacTBOpa

IOOJOKHEI  COOTBETCTBOBATL  BpeMeHaM

YACPXHBaHUA MHKOB

2-6yTIITHAPOKCHAHW301a H |
Ha

XpOMATOrpaMMe pacTBOpPa CTaHIApPTHOro
obpasua 6yTuaruapokcHaHu3oMa (pasaes

3.
the

Remarks: The Product conforms to ND/

[Tpumeuaunne: [ponykT coorBeTcTBYET TpeboBanusam HIT -

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
IMoaroTtosieno; Ramakant

By

Checked by/
IMporepeno: Pardeep Kurmar

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pyxosonurens
Amit Kumar Iy = A

-~
¥

Reprnt Date /
Hata: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Reprint Date /
Hata: 09.07.2025

Roaistered Offics: 8-2-357, Road No. 2, Banpia Hils, Hyderabad - 500034, Telangana India

Tel: 481 &0 4300 2900, Kuk: +21

0 1800295 9, Email: mail@drreddy:.com

CIN: L85195AP19$4PLLO04507

www.drreddys.com




Dr.Reddy’s ‘S.’.

CERTIFICATE OF ANALYSIS *" **"

CEPTHOUKAT AHAJIM3A

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

| Analysis performed according ND: / Aranus nposenen no HJI; JII-N2(004669)-(PT-RU)-190224

Mpoaykt: Ketopos® Dxenpecc (kevopoaai) Tabaerkn, AHCHACprupy emsic B HONOCTH pra, 10 mr L
Market / Poinok ~ :Russia / Poccus =i =2

Batch No/ _ Batch Quantity / _ 3600000 tab/

Cepun Ne L V2 D1s08 O6bem cepun " 3600000 Tab
Aumalytical Report No / . 040002991115 Date of Analysis / . 09.07.2025
Anagurugcckuii orger Ne : | Jata anannsa AN

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

Mata npon3soxcTea Conest a0 -

Mfg. License No. / . . e
IIpou3BogcTBEHBAA MNB/05/263 e/ : LLLEVE L L T

Homep PY RU)
aunnensnst Ne

18y

Ne

Test / ITokazaTean

Results / PesynabTaTn

~ Page 40f9/Cvp. 413 9

| Specification / Hopma

mMacca

3 wT’A\IIerage weight / Cpeauna

Uniformity of weight/
OaHopoaHOCTE Macchl

69.1 mg /69.1 mr

Coumplies / CoOTBETCTBYET

672 mg to 72.8 mg (70.0 mg + 4.0%)}./
Ot 67,2 mr no 72,8 mr (70,0 Mr £ 4,0 %).

18/20 tablets - not more than + 10%;
2/20 tablets - not more than + 20 % ./
18/20 Tabnetok — He Gonee +10%;
| 2/20 TabneTox — He Gonec + 20 %.

4 | Disintegration time/
PacnapaemocTs

" 00 min 15 sec / 00 MuR 15 cek

Not more than 3 min / He Gonee 3 Mun,

5 Dissolution / PacTBopeHie

Unit-1/Ta6n-1

75% (Q) of
(ketorolac

99% Not less than

C1sH13NO3C4HINO3

o 99% tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 96% 5% Q) CisHizNO3C4HyNG3
Unit 4/ TuGn 4 07 9 (keToponaka TpomeTaMHH) yepe3 15 MHH.
il 4/ TuGn 7 04,
|
Unit-5/ Tabn-5 95%
Unit-6/ Tabn-6 95%

Remarks: The Product conforms to ND/
Ilpumeuanue: Ipoaykr cooTBeTcTBYET TpeboparmaM HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by/
[MoaroroeneHo: Ramakant IIpoBepeno: Pardeep Kumar

Qb

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykopoautess
Armt Kumar W

e

Reprint Date /
Hara: 09.07.2025

Reprint Date/
Iata: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Recivred Offica: 8-2-327, I'oad ide. 2, Banjora Hills, Hyderabad - 500034, Telengarn , India
Tel +91 404900 2900, Fax; +21 40 A200) 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLL004507

www.drreddys.com




DrReddy’s &*

: 5 T [
ahotatoriss Lig,

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

'Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|Hpoqy xT: Ketopon® Jkcnpece (keToponak) Ta6aeTkH, aucnepriupyemble B noJI0CTH p1a, 10 mr

. Markg._t_/ i’Lm_ox

:Russia / Poccus

Batch No/ ) | Batch Quantity/ 3600000 tab /-
Cepnst No . M2501308 O6beM cepun " 3600000 Tab -

, Anpalytical Repovrt No / - 040002991115 | Date of Analysis / . 09.07.2025

| AvanuTHyeckHi oTyer Ne | JlaTa anaqn3a - =
Datc of Manufacture/ - 06/2025 Date of Expiry/ . 05/2027
Hara npouseoacrea T'ogen oo -
Mig. License No./ . . PT
IIpouzeoacTBeHHan : MNB/05/263 MA number:/ ; UL NG 00456)-(BIR

' Homep PY RU)

| AHuensms Ne

| Analysis performed according ND: / Ananu3 nponeaen no HJI: JIII-Na(004669)-(PT-RU)-190224

Page 50f9/Cip.5m 9

N T T
' ig i Test / IokasaTennb | Results / Pe3ynbTaThbl ' Specification / Hopma
| 6 | Particle size distribution/ Complics / CooTBeTeTRYET | " A uniform suspension passing ‘through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyetcs
ANHAPAMHAR  CYCHEHAUN,  (POROIHINAY
CKBO3L CHTO C pa3MepoM OTBEpPCTHH
710 MKM.
7 | Impurities / ipumecy : |
—_— — = g
| 1-hydroxy analog of | not more than 0.5 %:; / ne 6onee 0,5 %o |
| ketorolac: / A [
| l-rumpokcuaHanor | 0.0042 % |
| keToponiaka . i
" Tketo analog of ketorolac / 0.05% not more than 0.8 %; / ve Gonee 0.8 %; l
| l-xetoananor ketToponaxa
unidentified impurity/ 0.02% not more than 0.5 %; / ve Gonee 0.5 %;
equHUYHas ’
HEMASHTHONUMpPORaHHAS
MPHMICH | |
e e ——
total impurities / 0.1% | not more than 1.0 %. / ve 6osee 1,0 %. i
CyMMa npuMeceii ‘ !
8 | Water content/ 2.3% Not more than 7.0 %. / |
| Congepxanue oAbl | He 6osiee 7,0 %. |
| |
_ | | - |
{ Remarks: The Product conforms fo ND/ Conclusion: APPROVED /
Ilpumeuanue: Iponykt coorBeTcTBIveT TpeboBarnam HJI 3ak.ouenne: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive/
[Moprorosnero: Ramakant IMpopepeHo: Pardeep Kumar | Ono6peno: Menemkep / Pyxosonutenb
%’Lt oL : Amit Kumar e
W d-— = { — &R
| Reprint Date / Reprint Date / Reprint Date /
ﬂ Hara: 09.07.2025 Hata: 09.07.2025 Hata: 09.07.2025
Regintared Qfiicn: $-2-337, Poad No. 3, B agma Hills, Hyderabad - Sp034, Telangans, India

S
Tk 191 40 4900 29C0, Fix 497 40 200 2999, Enaik mail@drieddys.con
CIN: L85195AP1984PLLCC04507
www.drreddys.com

O —— e R



Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

Or Raddy's Laboratories Lid,
iors U nit-6

o rmig

CEPTHAHMKAT AHAJIU3A

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

IIpoayxr: KeTopoa® Ikcnpece (& eroposiak) Tab/ieTkn, AHCIeprupyesbie B nojoctn pra, 10 mr —

' Market / Ppirok == :Russia/Poccua = B At
Batch No / , Batch Quantity/ . 3600000 tab /
CepmaMe g V2501308_ | O6bem ceprn * 3600000 Ta6 A
| Analytical Repovrt No/ . 040002991115 Date of Analysis / . 09.07.2025
| AHasmTH4ecKHit oTyer Ne Hara anannsa
| Date of Manufacture/ . 06/2025 . Date of Expiry / . 05/2027
Jara npousBoAcTBA e 0= | Tomen no e
Mifg. License No./ |
. MA number:/ ~ JITI-N(004669)-(PI'-
| IlpousBoacTBEHRAR : MNB/05/263 | Homep PY ' RU) .

JAUeH3usd No

| Analysis performed according ND: / Ananus nposexen no HJI: JITI-Na(004669)-(PT-RU)-190224 |

Page 60f9/Crp. 639

| 1}3 J Test / ITokazaTens | Results / PesyabTarst Specification / Hopma
9 | Residual solvents / OcTaTounble OpraHuYecKk e pacTBOpHTEIN

Tsapropyl alenhal/
W3onponaHon

16 pgftah | |
16 Mxr g Tabnetke |

| 180 | Microbiclogical purity*/ MukpoGHonoruueckas yucrora*

He bonee 35U MKr B TabJeTKe. |

| not more than 10° CFU/e:/

| Total Aerobic Microbial NA
| Count / obtuee uncio l ue 6osnee 10° KOE/r;
| a3pO6GHEIX MHKPO- [
| opranusmoB | |
1 |
| Total Combined Yeast and I NA not more than 10° CFU/g;/
i mold count / obiiee yncno | | ne Gonee 10° KOE/r;
IPOMOKEBbIX M fUIECHEBBIX
rpubos
Escherichia Coli T e | shell he absent in 1 gram. /
i |
8.8

11 | Uniformity of dosage units / |
OnHopoanocTh
A03UPOBAHHBIX € AMHUL

| |

Acceptance value (4V) not more than

|
|
|
otcytcTeue B 1 T ‘
15.0 TToxazatent npuemaeMocty (AV) |

| momxeH 6biTh He Gonee 15,0.

Remarks: The Product conforms to ND/

ITpnmeuanue: [ponyxr coorseTcTBYET Tpeboranuam HJJ

Conclusion: APPROVED /
3axkawuenne: OJJOEPEHO

Prepared by /
IToxaroTosneuo: Ramakant

3

Checked by/
Iporepeno: Pardeep Kumar

f Amit
Coj—

fon

Approved by: Manager/Execulive /
OnoBpeno: Menemkep / Pyucoaomlirc.nb

Kumar

N

Reprint Date /
Hata: 09.07.2025

Reprint Date /
JHata: 09.07.2025

Reprint Date /
Hata: 09.07.2025

foniserad Ofiice: §-2-337, Poad No, 3, Banjare Hills, Hyderabad - 505034, Tekngana, Ihelia
Tol: +31 404900 2900, Fax: 191 40 1900 2939, Email: mail@&drreddy:z.aam

CIN: L85195AP1984PLCO04507
www.drreddys.com

T T - —



Dr.Reddy’s ";.3

Product

CERTIFICATE OF ANALYSIS

Dr. Pedidy’s La b ratories Lid

CEPTHOHKAT AHAOHU3A

‘Ketorol Express (ketarolac) Orally Dlsmtegratmg Tablets 10 mg

Market / Pb[HOK Ru551a / Poccus = = i

Batch No/ 5 | Batch Quantity/ 3600000 tab/

Coal s V25008 | G cepun 360000026
| Analytical Report No / . 040002991115 Date of Analysis / - 09.07.2025

AHaHTH YecKHii oTyeT Ne Hara ananu3a

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

Jata npousBoacTBa = | T'open no =i .

Mfg License No./

. MA number:/  JITI-Ne(004669)-(PI'-
| IIpousBogcreeHHan : MNB/05/263 Homep PY RU)
|

| nueHsus Ne

! Analysis | pe-l;formed a_cal_‘ding ND: / Ananans npoée;u_eu_no H,-H:-.Ill'l-.N"_)(O()__@_ﬁgl -(PI'-R1-190224

Page 7 0of9/Crp. 7029

|l I;.? ! Test / IMoxazatens ,l Results / PesysibTaThr 1 Specification / Hopma
TS [= ———— — | e
| 12 Assay / KonmuecTseHnoe | 9.8mg/9.8 mMr | From 9.0 mg to 11.0 mg of
[ | ompejesieHue | (98.1 %) | CisHiNO3CsH NO3 (ketorolac
| | tromethamine) (o 90.0 0 110.0% ol
| | the label claim) per tablet. / OT 9,0 Mr go
11,0 mr CisH;3NO3C4H;yNO;
| {xeroponaka Tpomeramus) {ot 90,0 a0
' | 110,0 % or 3asBNeHHOT0 KOJHMYCCTBA) B
| | TabneTke.
|
| 13 | Butylhydroxyanisole | 0.0923 mg/tab/ | “Not less than 0.042 mg/tab. /
content / Coaepxanne 0.0923 wmr B TabseTke | He menee 0,042 Mr B TabneTke.
| GyTuarnapokcHanusona : '
| 1
14 I 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

| foil. 2 blisters

desiccant/HDPE) foil / (PE/AL)
with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
6mucrepe u3  ([TA/AJITIS ¢

| Bnaromornortutenem/IIDBII)
¢omeru // (IIB/AJ]) donsra. Ilo |

2 6nmcTepa BMECTE C JHCTKOM-
BKJIA A BHIIEM B navKy
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / [To 10 TabneTok B
6nuctepe m (MA/ATIVITD c
praronornoTutenem/[13BIT)  ¢oneru /
(TIT2/AJT) dossru. [lo 1 wau 2 Gnrcrepa

| BMecTe C JIICTKOM-BKJIaAblIIEM B MNavyKy

KapTOHHYIO.

i Remarks: The Product conforms to ND/
ITpumeuanne: IIpogykT cootBercTBYET TpeboBaumam H]|

Conclusion: APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by/
IMoaroroeneno: Ramakant ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mernemxep / Pykosoautens
Amit Kumar fil :

B

Reprint Date /

[ara: 09.07.2025

| Reprint Date /
| ata: 09.07.2025

¥

Reprint Date /

| Tata: 09.07.2025

Reaiewred Offica: 8
Tick +31 40 &

8-2-337, Roadie 3, Bivnjare Hills, Hyderabad - S0UN34, Telarigan, india
900 29C0, Fiz +01 40 2900 2959, Email: mail@drreddy:.com

CIN: L85195APLOBAPLCONASNT

www.drreddys.com

——— e




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIM3A

\Product : Ketorol Express (k;atorolac) Orally Disintegrating Tablets 10 mg === - i

IIpogyxr: Keropon® xcnpece (xeroponak) TabaeTKH, AHCICPrHPYeMbIC B NOJOCTR pT3, 10 Mr =
Market / Popio 2 :Russia / Poccus : e T
Batch No / : - | Batch Quantity/ ~ 3600000 tab /
Cepns Ne A O6nem cepun 3600000 a6 R
::nalytlcal Rep(irt No/ - 040002991115 Date of Analysis / . 09.07.2025

HAJIHTH YeCKRA#i oTyeT Ne _ Jlara anannsa sl
Date of Manufacture / . 06/2005 Date of Expiry / . 05/2027
Jara nponssoacrea Tozen mo ke — 1y
Mfg. License No. / ] ¥
I pouzeoacTBEHHAN : MNB/05/263 Il\;[A pumber:/ ;. JENHO03GE0) (P~

omMep PY RU)

JHueH3us Ne —= - R | A 5 Al prrL—. —)
Analysis performed according ND: / Anaans mposegen mo HJI: JII-Ne(004669)~(PI'-RU)}-190224

Page § 0f9/Crtp. 8 u3 9

* When the drug product is released, the quality control for Microbiological Purity is per formed for one batch in

every 20 batches or one batch per year whichever is more,
* [Ipn BbINYCKe J1eKAPCTBEHHOTO NpenapaTa KOHTPOJIL KAYECTBa No NokKa3aTemo « MHKpoGnoaor nueckas

YHCTOTa» NPOBOXUTCSH MIA Kaxmod 20-0i cepin, HaK 118 OAHOM™ CEPUH B roj, B 32aBHCHMOCTH OT TOI'0, 4TO

HACTYIIHT paHbLUE,

API name / Haumenopanne A®DC:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

| INN / MHH:

Ketorolac / Ketoposnak

iTPI manufacturer batch number/
| Homep cepnn npon3sogutens APC:

ABSHO001 108, ABSH001207

—— —

| FP Manufacturer API Batch number /
Homep cepuH cyGcTaHIMH MPOH3BOAMTENS
T 1D

FESA00215, FESA00168

|_API Manufactured by & country /
| MponsBognTems APC, cTpana:

Dr. Reddy's Laboratories Ltd, India/
H-p Peanu'c NaGoparopue JIta., Mapus

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

Hamen o amse , agpec, auuensun ais
IIpon3BoacTBeHnay miomanka / Ilnomagka
KOHTpONR KavecTBa / Ilnomaaka 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) /
H-p I'enam’'c JlabopaTtopuce JITA., Mluaud, 11poU3BoacTBEHHOC

nofpazaeneune-6, Bunn. Kxons, Hanarapx Poyn, banau, Juctpuxr

_.I

Conan, X.I1,, 173205, Unmus (mvuensus nomep MNB/05/263)

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of

Remarks: Thoe Product conforms to ND/

[Mpumeuanne: IIpoxykr cooTeeTcTBYET TpeOoBanuam HIT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by/

IMoarorosneHo: Rapak ant
|

IIposepeno: Pardeep-Kumar

gﬁ—-:: /

Approved by: Manager/Executive /
Onobpeno: Menemxep / P)-Ronoleenb
Amit Kumar /\

—

Reprint Date /

|W1—
L
Reprint Date /

JHara: 09.07.2025

JHata: 09.07.2025

Reprint Date/
Jara: 49.07.2025

Registered Office; 8-2-337, Road No.

3, Banjara Hills, Hyderabad - 500034, Te langana, India

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIM: L85105AP1984APLCOO4507
www.drreddys.com

———




Dr. Reddy's Laboratories Ltd.

o
’ ". Formulation Unit-6
Dr.Reddy s o Vili, Kho!, Nalagarh Road, Baddi,

Distr, Solan, HP, 173 205, IND:A

CERTIFICATE OF ANALYSIS Tol : 491 08166 SE0(]-02
e CEPTH_(D__ ) www.drreddys.con N
|Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon® Dkenpece (keroponak) TabneTks, Aucneprupyemble B noiocrn pra, 10mr |
Market /Peinoxk ~~ :Russia /Poccua - e T |
Batch No/ . Batch Quantity / 3600000 tab/
Cepna No_ - : M2ISd8 ObLem cepun 3600000 Ta6 =
Analytical Report No / . 040002991115 Date of Analysis / . 09.07.2025
AHAnnRTHIecKHH oTUeT No = Jara aHaamsa |
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027 I'
JaTa nponspoacTea | Tomen o
Mfg. License No. / f o
| IlponsBogcTBEHHAR . MNB/05/263 DMA naynbes:/ : s g U
Howmep PY RU)
| nMuensns Ne - T S
| Analysis performed according ND: / Anasus nposeaen mo HJL: JIIT-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».

3axna09eHMe 0 cCooTBeTCTBHM: «HacTosAIUM # MOATBEPXKAAFO, UTO IMPUBCACHHAs BbILE MH(OpPMAI 1M ABIIAETCA
IOCTOBEPHOR M TOUHOMH. IJTa cepus IPOAYKUMH NpOM3BeIeHa (BKIIOYAs yHakoBKy (MAapKHpPOBKY) M KOHTPOIb
Ka4decTBa) HA BBIUEYKa3aHHOM IPOM3BOACTBEHHOH mommagke (IIomankax) B IOJHOM COOTBETCTBHH ¢
TpeboBanusMu [IpaBui Hamyexamel IpOM3BOICTBEHHON HPaKTHKM EBpasuilckoro SKOHOMEYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6pst 2022) 1 Tpe6oBaHMAMHE KOHTPOJIA Ka4ecTBA JIeKapCTBEHHBIX CPEICTB,
a TaloKe B COOTBETCTBHHM CO CIEIMPHUKAIHAMY, COAEPKANMUMHUCA B PETHCTPAITHOHHOM J0Che CTPaHBI-MMIIOpTEpa.
3amucH 1o MPOU3BOACTBY, YIAKOBKE M aHAIK3Y POBepeHbl, U yCTAHOBIIEHO UX COOTBETCTBHE TpefoBaHusIM [ TpaBun
HaJyIexaned Ipou3BOACTBEHHOM PpaKTHKH EBpasHiickoro 3KOHOMHYECKOrO COI03a».

Remarks: The Puodustconforms to ND/ Conclusion: APPROVED/
[Ipameuanue: 1Ipoaykr cooTseTcTBYET TpeboBanusm HIT 3axknrwuenne: OQJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[Toprorosneno: Ramakant IIposepeno: Pardeep Kumar | Omobpero: Menemxkep / PyrkospanTens

@"{M) q).g___;, Amit Kumar J‘l\ - _
Reprint Date / Reprint Date / Reprint Date /
Hara: 09.07.2025 Jata: 09.07.2025 ata: 09.07.2025

Registered Office; $-2-337, Road No. 3, Banjara Hilis, Hyderabad - 5011024, lelangan a, Ingia

Tel: 461 40 4500 2900, Fax: 21, 40 4900 2999, Emiai i: m ail@drreddys.car
CIN: 1I851954P1384PLCO04507
www.direddys.com




