Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHDOHKAT AHAJTH3A

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
INpoaysr: Keropoa® Sxenpece (KeToposak) TabJeTkH, iucnepripyeMnie B MOJXOCTH PT4, 10 mr

| Market / PoiHok :Russia / Poccus iy S
Batch No / . Batch Quantity / g 3600000 tab /
Cepusn Ne AL O6beM cepii * 3600000 Tab
Analytlcal Repog‘t No/ . 040002756856 Date of Analysis / . 19.12.2024
AHanuTHuyecKkuii oTuer Ne Jara agaanza
]?ate of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jdara npoussojicTaa Topen no
Mfg. License No. / c 3
IIpon3BoacTBeHHAR : MNB/05/263 MA number: / 4 ANEHIUEE

) Homep PY RU)
Aunneninn Ne

Analysis performed according ND:

/ Anaans nposenen mo HJL: JITI-Na(004669)-(PT-RU)-190224

Page1of9/Crp. 1 u3 9

No

N Test / Tlokasarenb

Results / Pesynb1aThi

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side, / Kpyrustie Iockue

Tabnetky ¢ dackoi, CReTNo-
XKeJITOro LBeTa ¢ TpaBUPOBKOM
«l» Ha oHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnsie
mnockye Tabnetkd c ¢ackoH, CBeTIO-
entoro LpeTa ¢ rpaBupoBkod «[» Ha
OJIHOM CTOpOHE.

2 Identification / HnenTndukauus

Ketorolac / Kemoponax

Complies / COOTBETCTRYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YO-cnekTpsl NOTNOLICHUA
HCIILITYEMOTO  pacTBOpa M pacTBopa
cTagpgapTHOoro  obpaslia  KeTopoJiaka
TpOMETaMHHa TOIKHb! UMETH
MaKCHUMYMBI IpH OIXHOM H TOi e AMHHe
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

IMpumeyanue: TIputyr cuuiseicisyes 1peGusannsiv 1T

Conclusion : APPROVED /
Jaxmoucunc: OJJOEPEHO

Prepared by /
IMonrorosineno: Santosh Kumar
Maurya :

Checked by /
[TpoBepeno; Pawan Kumar

£

Approved by: Manager/Executive /

Ono6peHo: Mexemxkep / Pykoaomncnb

Pavan Kumar Sharma {» ~—

Reprint Date /
Jara: 19.12.2024

Jara:

Reprint Date /

19.12.2024

Reprint Date /
Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s Q':""

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02

CEPTUPUKAT AHATHU3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Hpoayxt: Keropoa® Ixcnpece (keTopoiak) TaGaeTkn, ARCIeprApPYeMEIe B 10J0¢TH pTa, 10 Mr

Market / Poiok :Russia / Pocens

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne R O6mem cepun " 3600000 Tab 5

Analytical Repo:'t No/ . 040002756856 Date of Analysis / . 10.12.2024

AH”anuTuueckuii oTyer Ne Jara anannza

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

Hara nponzBoacTea Togen a0

Mfz. License No./ . .

IlpousBoacTBeHNARN : MNB/05/263 N amber: / : TR QO4669)=(RT >
Homep PY RU)

Juuensus Ne ;

Analysis performed according ND: / Ananus nposegen o HJI: JII-No(004669)-(PI'-RU)-190224

Page2 of 9/Crp.2u3 9

No

Ne Test / ITokazaTenn

Results / PesyasTaTsl

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 ynepxuBaHHA
OCHOBHOTO @HKa Ha XpOMarorpaMme
I1l‘.|||.l'|}‘HMIII‘H lIHl'.IIHIlHi Juvibiin
COOTReTCTBOBAaTh BPEMEHH YIEePKHBAHUA
OCHOBHOTO [HMKa Ha XpOMAarorpamMme
pacTBopa CTaHZAPTHOTO obpasua
kKeToposiaka  TpoMeTamHHa  (pa3szen
«KonuuecTBeHHOE ONPEAENCHHAED).

Remarks : The Product conforms to ND/

IMpumeyanwue: [IpoaykT cooTBeTCTBYET TpebosanuaM HJI

Conclusion : APPROVED /
3akawuyenune: OJIOBPEHO

Prepared by /
ITopgroroneno: Santosh Kumar
Maurya

Checked by /
IIposepeno: Pawan Kumar

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

|
;:.jr-; I:‘__:;,..--"_-'_'_'

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Jara: 19.12,2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CINM: L85195AP1984PLCO04507
www,drreddys.com




Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoayxr: Keropoa® Jxcnpecc (keroponak) TabJieTkH, AMCHeprupyemsie B WOJI0CTH pTa, 10 Mr

anmenzua Ne

Analysis performed according ND: / Anaans npoae}ea_no_fﬁ[: JII-Ne(004669)-(PT-RU)-190224

Market / Poisok :Russia / Poccust -
Batch No / ) Batch Quantity / _ 3600000 tab /
Cepust No RV ObBem cepHnt " 3600000 Tab
Analytical Repourt No/ - 040002756856 Date of Analysis / . 19.12.2024
AHanntuyeckuit oTyet Ne JlaTa ananuza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npousBoacTBa ToneH g0
Mfg. License No. /
MA number: / JITI-Ne(004669)-(PI'-
II : :
POM3BOCTBEHHAN MNB/05/263 Homep PY RU)

Page3of 9/Crp.3 139

No

Ne Test / IlokazaTens Results / PezyabTarnl Specification / Hopma
Butylhydroxyanisole / Complies / CootsercTByeT The retention times of 2-
Bymunzudporcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

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

butyThydewymninsle e oo
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / BpeMeHa
yIOEpXHBaHUS TTUKOB
2-6yTHITUOPOKCHAHH301a H
3-6yTHNTHAPOKCHAHK30J1a Ha
XpoMaTorpaMme HCOBITYEMOTO PacTBOPa
JOJDKHBL  COOTBETCTBOBAaTh  BpPEMEHAM
YIEP>KUBAHAA IHKOB
2-OyTHRTHIPOKCHAHH30.1a U
3-6yTWITHAPOKCHAHH301a Ha

XpOMaTorpaMmMe pacTBOpa CTaHAAPTHOTO
ob6pasia OyTUIATHIpOKCHaHH301a (pa3ae
«Copepxanue

6yTuIIru APOKCHAHU30IaN).

butylhydroxyanisole and 3-

Remarks : The I'roduct conforms to ND/

INpumeuanne: Ilpoayxr cooTBeTcTRYET TpebosanuaM HJJ

Conclusion : ATROVED /
3akmouenunc: OJOBPEHO

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

IToarorosneHo: Santosh Kumar ITpoeepeno: Pawan Kumar Onobpeno: Menemxkep / PykopoauTesns

Maurya @ L /g Pavan Kumar Sharma e~
e D 5 g

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jara: 19.12.2024 Jata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4500 2900, Fax: +91 40 4300 2999, Ernail: maii@drreddys.com
CIN: L85195AP1584PLC004507
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, IND!A
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® xcnpecc (KeTopoak) Ta61eTKH, ANCIeprupyeMble B MOJIOCTH pTa, 10 Mr

:Russia / Poccus

Market / Ppinok

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne 5 VRELianD OGbeM cepuH " 3600000 Tab
Analytical Repo“rt No/ . 040002756856 Date of Analysis / . 19.12.2024
AHanauTHgecknH oTyeT Ne JMarta anannusa

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

Jara nponsBoacTBa Topen o

Mifg. License No. /

IIpousBoacTeeHHas : MNB/05/263 L TG : LI R0

Howmep PY RU)
Junen3na Ne =

Analysis performed according ND: / AHann3 np&;eﬁ no IIIITJiﬁ-.N‘s(O04669)-(Pl“_-RU)-190224

Page 4 of 9/ Cip. 4mu3 9

i? Test / Iloka3zarens Results / Pe3ynsTathl Specification / Hopma
3 Average weight / Cpeansst 69.3 mg/69.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca ; Ot 67,2 mr o 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OaHOpPOAHOCTL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He OGonee = 10 %,;
2/20 tabnetok — He Honee = 20 %.
4 Disintegration time / 00 min 51 sec / 00 MuH 51 cex Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocTn
5 Dissolution / PacrBopeHue Unit-1/ Tabn-1 99 % Not less than 75% (Q) of
, C15H13NO3*C4H 1 NO; (ketorolac
Unit-2 / Ta6n-2 98 % tromethamine) in 15 min. / He meHee
Unit-3 / Tabn-3 97 % 75 % Q CisH13NO3+C4H,NO3
) (keTopoJiaka TpOMETaMUH) yepes 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Ta6n-5 102 %
Unit-6 / Tabn-6 97 %

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykT cooTseTcTBYET Tpeboanuam HJT

Conclusion : APPROVED /
3axmwovenne: OJJOGPEHO

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

[MomroroeneHo: Santosh Kumar Iporepeno: Pawan Kumar OnobpeHo: Menemxep / Pykogomirens

Maurya y ,‘--‘J Pavan Kumar Sharma o
A . =

Reprint Date / Reprint Date / Reprint Date /

JHara: 19.12.2024 Jata: 19.12.2024 Hara: 19.12.2024

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: maii@drredays.com
CIM: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories td,

Formulaticn Unit-6

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

CEPTUO®HNKAT AHAJIM3A

www.drreddys.com

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

Ipoaykr: Keropoa® Ixenpecc (keToposiak) TabaeTkn, AHCEPrHpYyeMble B MOJOCTH PTA, 10 mr

Market / Puinok ' Russia / PoccHs

Batch No / ; Batch Quantity / - 3600000 tab /

Cepus Ne St OGBeM cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002756856 Date of Analysis / . 19.12.2024

AHaanTuyeckmii oTyer Ne Jara anainsa

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

Jdata npon3BoacTsa T'onen oo

Mfg. License No. / q i .

ITIpoussoncTBeHHasR : MNB/05/263 Wi L : AL ST
Homep PY RU)

JINLEeH3HA Ne =

Analysis performed according ND: / Anasms nposegen no H: JIIT-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.5u3 9

Results / PesynbTaTbi

Specification / Hopma

iﬁo Test / TlokazaTesn
6 Particle size distribution /

JucoepeHoCTL

Complies / CooTReTCTBYET

7 Impurities / IIpumecu

A uniform suspension passing through a
710 pm sieve is formed. / OBpasyercs
OJHOpOAHAs CYCHEH3MA, MPOXOIAWAsL
CKBO3b CHTO C Pa3MEPOM OTBEPCTHH
710 MKM.

1-hydroxy analog of
ketorolac: /
1-runpokxcuaHanor
KETOpoJiaka

1-keto analog of ketorolac /
1-keToaHaNOT KETOPOoIaKa

unidentified impurity /
eIMHIIHAA
HeNASHTH(DHUMPOBAHHAA
IpUMECH

Below LOQ (LOQ = 0.0032 %) /
Huke npeacsia KoMHHECTBEHHOTO
onpeaenenus (ITKO = 0.0032 %)

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

0.07%

not more than 0.8 %; / He Gonee 0,8 %;

0.03%

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

total impurities /
cyMMa npuMeceit

0.1%

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

8 Water content /
CoaepxanHe BObI

1.9 %

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

Remarks : 'I'he Product contorms to NLY/
[Mpumeuanne: Ilpoayxt cooTBeTcTBYET Tpebosannam HII |

Conclusion ;: APPROVED /
3akmrovenne: OJOBPEHO

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

ITogrorosneHo: Santosh Kumar ITposepeno: Pawan Kumar Opnobpeno: MeHemkep / Pyrosoautenb

Maurya ﬁf\ { Pavan Kumar Sharma d—
3 oy F /L_f",ﬂ-"

Reprint Date / Reprint Date / Reprint Date /

IMata: 19.12.2024 Hata: 19.12.2024 Jara: 19.12.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drredays.com
CIN: L85195AP1584PLC004507
wwiw.direddys.com




Dr.Reddy’s ‘;.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1.td.
Formulation Unit-6

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

CEPTHOUKAT AHATH3A

www.drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpece (Keroposak) TabaeTkn, AUcHeprupyemMbie B HOA0CTH P,

10 mr

Junensua Ne

Market / Poigok :Russia / Poccus
Batch No / . Batch Quantity / _ 3600000 tab /
| Cepns N s Ve O6Bem cepun " 3600000 Ta6
Analytical Report No / . 040002756856 Date of Analysis / . 19.12.2024
Anagurnuecknii orer Ne Jlata aHaau3a .
Date of Mgnufactqre / . 11/2024 Datg of Expiry / . 10/2026
Hdara npon3BoacTBa Tojien g0
Mifg. License No. /
, . MA number: / _ JII-N2(004669)-(PT"-
IlponzBoacTEenHad : MNB/05/263 Homep PY  RU)

Analysis performed according ND: / Ananns nposeaen no HII: JITT-Ne(004669)- ~(PT-RU)- 190224

Page 60f 9/ Crp. 613 9

1}? Test / TlokazaTeJib Results / Pe3ynsTaThl Specification / Hopma
9 Residual solvents / QcTaTounble opraHuyeckue pacCTBOPHTEIH =
Isopropyl alcohol / 05 pgftab/ Not more than 350 pg/tab. /
H3zonponaHo 05 MKr B TabneTke He 6onee 350 Mkr B TabNETKE.

10 | Microbiological purity*/ Muxpo6uonornueckas ypeToTa*

Total Aerobic Microbial
Count / ob111ee ¥ucIo

not moe tan 10T CTU/E/
ue Gonee 10° KOE/r;

OpHoOpOANOCTH
A03MPOBAHHBIX e[IMHUIL

NA
a3poGHbIX MUKpPO-
OpraHN3MOB
Total Combined Yeast and not more than 10* CFU/g; /
mold count / obiee yHCIO NA He Gonee 102 KOE/T;
OPOXOKEBBIX H TUIECHEBLIX .
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
orcyrcTBre B 1 I
11 Uniformity of dosage units / 8.4 Acceptance value (4¥) not more than

15.0 TlokasaTenlb NpHEMIIEMOCTH (AV)
noixeH 651Th He Gonee 15,0.

Remarks : The Product conforms to ND/
Ipumenanse: TTpoAYKT COOTBETCTBYET pebosannsm HII

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

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

[ToprorosaeHo: Santosh Kumar IMposepeno: Pawan Kumar OnobpeHo: Meremxep / Pympomrrens

Maurya @Qr }-g\, Pavan Kumar Sharma & e
- s - =

Reprint Date / Reprint Date / Reprint Date /

MaTa: 19.12.2024 JMara: 19.12.2024 Jara: 19.12.2024

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

Tel; +#S1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85135AP1984PLCO04507
wivv.direddys.com




Dr.Reddy’s ‘;‘

Product ; Ketorol Express (ke_tm@lc) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dxcnpecc (keToponak) Tabaeriu, ANcneprapyemsie B n0A0CTH pTa, 10 mr

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td,

Formulation Unit-o

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

CEPTUHDHKAT AHAJIH3A

wvyw.drreddys.com

Market / PeiHOK :Russia / Poccus -
Batch No / , Batch Quantity / _ 3600000 tab /
Cepns Ne a2 O6Bbem cepun " 3600000 Tab
Analytical Repourt No / . 040002756856 Date of Analysis / . 19.12.2024
AnannTHyeckHil oTyeT No Jata ananm3sa
Date of Manufacture / - 11/2024 Date of Expiry/ . 10/2026
Jara npon3BoACTBa Yonen mo
Mfg. License No. /

) , MA number: / JITI-Ne(004669)-(PI'-
IlpousBoacTBenHAS ; MNB/05/263 Howmep PY * RU)

JuLeH3usa Ne

J

Analysis performed according ND: /

Anajans nposeiex 1o

HJ: JITT-Ne(004669)-(PT-RU)-190224

Page 7 of 9/ Cap. 7 w3 9

I}oo Test / [TokazaTesb Results / PeaynbTaThl Specification / Hopma
12 Assay / KonnuecrBeHHoOe 9.9 mg/9.9 mr From 9.0 mg to 11.0 mg of
onpesenesne (99.2 %) C5sH13NO3+C4H;1INO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 mr fo
11,0 MI C15H13N03‘C4H1|NO3
(keToponaka TpomeraMuH) (oT 90,0 mo
FEO Y 0t g g KON ee i i) o
TableTke.
13 | Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0.0962 mr B'TabneTke He menee 0,042 Mr B Tabnerxe.
Gy THIrHAPOKCHAHN30]2
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnHcaHne yNaKoOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HIDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetok B
6nucrepe u3 (IIA/AJITIS ¢
praromorjorrrenemM/I19BII)
donsrn /1 (ITS/AJT) doneru. Ilo
2 GNHUCTepa BMECTE C JIMCTKOM-
BKJIa/IbIIEM B MayKy
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabieTox B
Gnucrepe "3 (NA/AIITID c
praronornotutenem/IIOBII) doneru //
(I13/AJ]) donbry. [To 1 unu 2 6nuctepa
BMECTE C JTHCTKOM-BIJIAABIIIEM B ITA4KY
KapTOHHY!O.

Remarks : The Product conforms to ND/
TIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Zaxmovenue: OJJOBPEHO

Maurya

Prepared by /
ITonroToenero: Santosh Kumar

—_—

Checked by /
IIpopepeno: Pawan Kumar

.

Approved by: Manager/Executive /
Onobpeno: MeHemxep / Pykosoaureis
Pavan Kumar Sharma - [

=

Reprint Date /
Hara: 19.12.2024

Reprint Date / |
Jara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85135AP1984PLC004507
wiwww.drreddys.com




Dr.Reddy’s Q':'

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
Hpoaykr: Keropoa® Dxcnpecc (KeToposak) TabaeTkH, AHCNeprupyemMple B MOJOCTH pTa, 10 Mr =,
Market / Puinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepua Ne 20 O6nem cepun * 3600000 Tab
Analytical Repo“rt No/ - 040002756856 Date of Analysis / . 19.12.2024
AHannTHyecknii order Ne Jarta ananusa
Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026
JaTa npousBoncTBa Togen oo
Mfg. License No. / N .
IIpousBoacTBeHHasA : MNB/05/263 WAL DGE : AL SUE
. Howmep PY RU)
auuenzmug No
Analysis performed according ND: / Anaan3 nposenen no HII: JIT-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ CTp. 8 3 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.

* Jlpu BHIMYCKC JICKAPCTBEHHOIO NIPENAPATA KOHTPOJb Ka4yecTBa no nokasarenio «MukpobHoiornyeckas
YHCTOTA» NPOBOAHTCS AN Kaxunoi 20-oii cepuH, HAK 1718 0AHOH CEpHH B rofl, B 3aBUCHMOCTH OT TOro, 4TO

HACTYNHT paHblIe.

API name / HaumeHoBanune ADC:

Ketorolac tromethamine / KeToposaka TpomMeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussogaTeas APC:

ABRHO007646

FP Manufacturer API Batch number /
Homep cepun cybcTaHUHH IPOH3BOIHTEISA
TJ®D: .

FERA00478

API Manufactured by & country /
IIponsBogutensr A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c JIaboparopuc Jlta., Huaua

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

HanmeHnosauue, agpec, JHIEHIHSA IJ15
ITpou3poacTBeHHas niomanka / Ilnomanka
KOHTpOIR Kavecrsa / Thiomanka pbinycka

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 Pepnn’c JIa6oparopuce Jlta., Uuaus, IlpoussonctsenHoe
noapasaeneuune-6, Buut. Kxons, Hanarapx Poya, bannu, Jluctpukt
Conan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263)

'Remarks : The Product conforms to ND/

Ipumeyanre: [TpomykT cooTBeTcTBYET TpeOOBaHuaM HJ{

Conclusion : APPROVED /
S3axmouenme: OJJOGPEHO

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

[Moagrororneno: Santosh Kumar IIpoBepeno: Pawar Kumar Ono6peno: Menemxkep / Pykopoautesisb

Maurya [% Pavan Kumar Sharma A e o
e =il

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Hata: 19.12.2024 Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4200 2900, Fax: +91 40 4300 2999, Email: maii@drrecdys.com

CIN: L85135AP1584PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories |.td.
Formulaticn Unit-6

Qo
y °@ Vill. Khol, Nalagarh Road, Baddi,
Dr- Red dY S ‘_. . Distt. Solan, H:P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +971 98166 56001-02
CEPTHOUKAT AHAJU3A www.drreddys.com
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg = N
Hponyxr: Keropos® Dxenpece (kKeToponak) TabiieTku, ucnepriupyemseie B mojoctu pra, 10 mr
Market / Poinok ‘Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab / I
| Cepus N V2T O6bem cepHH " 3600000 Tab
Analytical Repo:’t No/ . 040002756856 Date of Analysis / . 19.12.2024
AHajguTHuecKHii oTueT Ne Jlara ananmnia
Date of Manufacture / . 11/2024 2 Date of Expiry / . 10/2026
_HaTa npon3BoacTBa I'ogen Ao
Mfg. License No, / . o
IIponsBoacTBeHHAn : MNB/05/263 MA number: / : LT AR T
Homep PY RU)
aHnen3us Ne
_Analysis performed according ND: / Ananns nposeaen no H: JITT-Ne(004669)-(PT-RU)-190224 J
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Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labcling 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».

3AKIIYEHHE 0 COUTBEICTBUM: «HACTOSIMM 51 HOLTBEPKUALY, Y10 UPUBEACHHAN BbILUE MHOOPMALLUA ABILEICH
JIOCTOBEPHOM M TOYHOH. DTa cepusl NPOAYKIHH NpoH3BeneHa (BKIIOYAs YIAKOBKY (MapKHPOBKY) M KOHTPOJIbL
KA4yecTBa) Ha BHIIICYKA3aHHOM NPOM3BOJCTBEHHOM IUIOINAmKe (IUIOMAAKaX) B IIONIHOM COOTBETCTBHH C
Tpe6GoBaHuAMA IIpaBun Hamsexamel IPOX3BOACTBEHHOM MPaKTHKH EBpazHMCKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) 1 TpeOoBaHUAMH KOHTPOIISL KAUECTBA JIEKAPCTBEHHBIX CPENCTB,
a TaKXe€ B COOTBETCTBHHU CO CHEMUUKAMMIME, CONEPXKAMUMUCS B PETHCTPAIIMOHHOM H0ChE CTPaHbI-UMIOPTEpa.
3ammcH 1o MPOM3BOJCTRY, YIIAKOBKE H AHATA3Y POBEPEHEI, H YCTAHOBICHO HX COOTBETCTBUE TpeOoBanuam [ Ipasmi
HaJUIeXamed IpOU3BOICTBEHHOM IPaKTHKK EBPa3sHiCKOro 3KOHOMHYECKOTO COI03a.

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

ITpumeuanne: IIponykT cooTBeTcTBYET Tpebopauuam HJT 3axmouenne: OJOBPEHO

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

Tloarotosneno: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxkep / PykgpoanTteits

Maurya 7 Pavan Kumar Sharma ¥ >
& @‘\ o ai‘g‘_’.-——— ﬂl’l‘// i

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 JHara: 19.12.2024 . Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: -+91 40 4900 2900, Fax: +92 40 4900 2998, Ermnail: maii@drreddys.com
CIM: L85195AP1984PLCO04507
wivw.drreddys.com




