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Dr.Reddy’s Q:."

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel ; +21 98166 56001-02

CEPTUDHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (keropeaak) TabJ1eTkH, fucnepripyesbie B NOJ0CTH pia, 10 Mr

Market / PoIHOK : Russia / Poccus
Batch No / , Batch Quantity / . 3600000 tab / I
Cepua Ne e O6beM cepHH " 3600000 Tab
:nalytlcal Repo‘f't No/ . 040002870846 Date of Analysis / . 30.03.2025
_AnanntAvyeckHii oTyer Ne Jara ananu3a .
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Jara npon3BoacTBa Toxen a0
Mfg. License No. /
IIponssoacTBeHRAs : MNB/05/263 Manumber: / y AL (QUASE ) SRS
Homep PY RU)
JIHen3nn Ne =

Analysis performed according ND: / Anaiu3z nposenen no HII: JIII-Ne(004669)-(PI'-RU)-190224

Page 1of 9/ Cip.1u39

No

Ne Test / loxazaTens

Results / PesyabTaThbi

Specification / Hopma

1 Description / Onxcanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyribie 1mockmne
TabneTku ¢ dackoii, cBETI0-
ME/ITOro 1BETa C IPABUPOBKOHA
«I» Ha 0HOW CTOPOHE.

Light yellow round-flat beveled tablets
with "|" debossed on one side. / Kpyrasie
nmnockde Tabnerkd ¢ Qackoi, cmemio-
JENTOro LBeTa C rpaBHpoBKOH «I» Ha
OI[HO# CTOPOHE.

2 Identification / UaenTHdnkauus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-crnexTpbl NOMIOLICHHS
UCTLITYEMOI0 pacTsBopa H pacTBopa
cTaHmapTHoro ofpasua  keTopojaka
TpoMeTaMHHa JIOJDHCHBI HMETh
MakCHUMYMBI TIpY ONHON M TOW e ANHHE
BONHEI (£ 2 HM).

Remarks : The Product conforms to ND/

Ipumeuanne: [Tpoaykr coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axnogenne: OAOBPEHO

Prepared by /
IMoarorornero: Santosh Kumar
Maurya

Checked by /
[Tposepeno: Pardeep Kumar

ol

Approved by: Mamgey Executive /
Abhishek Chauhan

Onobpeno: Mcucnx«: !P\r?nomm,m.

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Harta: 30.03.2025

Registered Cffice: 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 “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol - +91 98166 56001-02

CEPTUGUKAT AHAJIM3A www.drreddys.com

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

Hpoaykr: Keropoa® kcnpece (keToposnak) TaGaeTks, Jucneprupyemele B nosocts pra, 10 mr

Market / PoiHoKk :Russia / Poccus

Batch No / ] Batch Quantity / . 3600000 tab /

Cepus Ne i L O6bem cepuu ‘3600000 Ta6

Analytical Repo:‘t Ne/ - 040002870846 Date of Analysis / . 30.03.2025

AnajaTHYecKRil 0TYeT Ne | Jlara anann3a ]

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

JaTa npoussoacTBa T'oaen a0

Mfg. License No. / »

IIponssoacTrBeHHAs : MNB/05/263 Ma number: / ; A 062) (Bl
Homep PY RU)

Jinnensna Ne

Analysis performed according ND: / Anaau3 nposegen no HJI: JITI-N2(004669)-(PT-RU)-190224

Page2of 9/ Cip.2 n3 9

I}f Test / IlokasaTenn Results / PezynsTaTht 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). / Bpemst ynepxuBanus
OCHOBHOrO TMHKa Ha XpOMaTorpamme
HCILITYEMOTO pacTBopa DOTKHO
COOTBETCTBOBATH BPEMEHH YHEPKUBAHUSA
OCHOBHOIO TiHKAa Ha XpoMaTorpamme
pacTeopa CTaHAaPTHOTO obpasia
KeTOpoJiaka  TpoMeTaMyHa  (pa3nen
«KOJIMYeCTBEHHOE OLPENENICHUEY).

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

ITpumMeuanue: [Tpoaykr cooreercTBYeT TpeboBanuaM HII 3amouenne: ONOBPEHO

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

Iloaroroeneno; Santosh Kumar Llpoepeno: Pardeep Kumar | Unobpero: MeHemxep / |fykosomuTens

Maurya @V ; Abhishek Chauhan )

: CBL—-—’:—"’ L.- |
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.03.2025 Hata: 30.03.2025 Harta: 30.03.2025

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: L85195AP1984PLCOD4507
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, INDJA

Tei : +91 53166 56001-02

CEPTHO®HKAT AHAJIA3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg .
Hpoayxr: Keropon® xcnpece (keToponak) Tabaerky, ineneprupyennbie B MoJ0CTH PT4, 10 mr

Market / Prisok

:Russia / Poccus

Batch No / , Batch Quantity / _ 3600000 tab /

Cepnun Ne RO O6nemM cepua " 3600000 Tab

Analytical Report No / . 040002870846 Date of Analysis / . 30.03.2025

Ananutnqecxnﬁ oTyer No JlaTa aHajgn3a

Date of Manufacture / - 03/2025 I?ate of Expiry / . 02/2027

Jiara npon3BOACTBA I'ojen po

Mfg, License No. / '

TIpou3soacTBeHHAR + MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-
Homep PY RU)

gnnensaa Ne

Analysis performed according ND:

/ Ananu3s nposenen mo HII: JII-Ne(004669)-(PT-RU)-190224

Page3 of 9/ Cip.3 n3 9

— 7

I;f Test / [lokazaTens Results / PeaynabTaTnl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Eymunzuopoxcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

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

content” section). / Bpemena
yAEepKNBaHUA NIMKOB
2-6yTHNrMAPOKCHAHH301a n

3-0yTIIrHAPOKCHAHH30NA Ha
XpOMATOIPaMMe HCTILITYEMOI'0 pacTBOpa

NOMKHBl  COOTBETCTROBATL  BPEMEHAM
yAepKUBARKUA TTHKOB
2-6yTHIrHAPOKCHAHH30JIA W
3-GyTHNrMAPOKCHAHH30JIA Ha

XpOMaTorpaMMe pacTBOpa CTaHIapTHOro
obpazia GyTiwirHapokcHannsona (pasuen
WCogepaame
6yTHITUAPOKCHAHHA30J12).

Remarks : The Product conforms to

ITpumeyanue: ITpoaykT coorercTByeT TpeboBaumsm HJT

ND/

Conclusion : APPROVED /
3axaouenne: QJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /
IMoaroroenewo: Santosh Kumar TIpoeepeno: Pardeep Kumar | Opo6peno: Menemxep / Pykosomrent
Maurya @‘"_ o i— - Abhishek Chauhan h 7
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2025 Hara: 30.03.2025 Jara: 30.03.2025

Registerad Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

) o..' i _
DI’. Reddy S .. Vill. Khol, Nalagarh Road, Baddi,

- Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTHUDOHKAT AHAJIA3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxT: Keropoa® Jkcnpece (keTopoiak) TabneTku, JHCIIEPrHpyeMble B N0JOCTR pTa, 10 Mr
Market / PpIHOK :Russia / Poccus o |
Batch No / ; . Batch Quantity / 3600000 tab /
Cepus Ne A O6nem cepun " 3600000 Tab
Analytical Report No/ . 040002870846 z Date of Analysis / . 30.03.2025
AHaguTRgecKHi oTyer Ne Jara aHannza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Hata npon3BoICTBA el | Tonen no - .
Mfg. License No./ ]
IlpousBoacTBeHHAsS : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT -
4 Homep PY RU)
| aMmensna Ne

| Analysis performed according ND: / Ananns nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224 Snlly
Page40f9/Cip. 4m3 9

l;: Test / Ilokasarenn Results / PesyabTaTsi Specification / Hopma
3 Average weight / Cpeausst 69.0 mg/ 69.0 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacea . Ot 67,2 Mr o 72,8 mr (70,0 mMr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OnHoOpoAHOCTH Macehl 2/20 tablets - not more than + 20 %. /
| 18/20 Tabserox — He 6osnee =+ 10 %;
| 2/20 TabneTok — He Gonee + 20 %.
4 Disintegration time / 00 min 16 sec / 00 muH 16 cex Not more than 3 min. / He 6onee 3 MHuH.
PacnmagaeMocTs
5 Dissolution / PacTrBopenne Unit-1/ Ta6n-1 97 % Not less than 75% (Q) of
) C15H13NO3C4H, INO3 (ketorolac
AR T, 98 % tromethamine) in 15 min. / He meree
Unit-3 / Tabn-3 103% | 75% Q CisHsNO3*C4H(1NO;3
. (xeTOpoJiaKa TPOMETaMHKH) 4epe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 98 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumedanme: IlponykT cootseTcrsyet Tpebosanmam HJI 3axsouenne: OJJOBPEHO,
Prepared by / Checked by / Approved by: Manager/Execiitive /
ITogroroeneno: Santosh Kumar TposepeHo: Pardeep Kumar | OnoGpeno: Menemkep / Pykbroautens
Maurya - Abhishek Chauhan ! 7
cs;..——;—‘- { e
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2025 Jara: 30.03.2025 Jara: 30.03.2025

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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA

Tel : +21 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

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

[Ipoayxt: Keropon® Sxenpece (KeToposak) TabeTKH, AHCHEPrHPYEMBIC B NOAOCTH pra, 10 Mr

Market / Poisox

:Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne V200207 O06bem cepun " 3600000 Ta6

Analytical Repourt No/ - 040002870846 Date of Analysis / . 30.03.2025

AHanHTHYeCKH#A oT9eT No - JaTa anannsa -

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

JlaTa ipoH3BOACTEA T'oaen go

Mfg. License No. / - Y

IIpousBoacTBeHHAas : MNB/05/263 e LSO
) Homep PY RU)

JTHIeH3HsA Ne

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

Pace 50f9/Crp.Su39

[Mpumeuanne: ITponykr cootBeTcTBYET TpeboBauusM HJI

l;.:) Test / IlokazaTens Results / PesyabTaTht Specification / Hopma
6 Particle size distribution / Complies / Cooﬁé’rcm_ye'r | A uniform suspension passing throﬁgh_a_
JducnepcHocTh 710 pm sieve is formed. / O6pasyercs
OIHOPOLHAs CYCNEH3WsA, TpPOXOasuast
CKBO3b CHTO C pasMEpOM OTBEpCTUH
710 MKM.
7 Impurities / IIpamecn
1-hydroxy analog of Below LOQ (LdQ =0.0032 %) not more than 0.5 %; / e 6onee 0,5 %,
ketorolac: / / Hixe npenena
1-ruapoxcHaHaNOr KOJHYECTBEHHOTO OMNPENENSHHA
KeTopoJiaKa (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / ue 6onee 0,8 %;
1-keToaHaIor KETOpOIaKa
unidentified impurty / 0.03% not more than 0.5 %; / ue 6onee 0,5 %;
COMHUYHAS e’
HeWIEHTHONLIUPOBAHHAA
THIpAMeCh :
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa nmpuMeceit
8 Water content / 24 % Not more than 7.0 %. /
CoaepskaHue BOAb He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axmoyenne: OJJOBPEHO

Prepared by /
lloarorosneno: Santosh Kumar
Maurya

Checked by /
1lporepeHo: Pardeep Kumar

f

Qq—ﬂ:}‘_'

Approved by: Manager/Execfitive /
Unobpero: MeHemkep / PyrbeoanTens
Abhishek Chauhan :

Reprint Date /
JHara: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Hata: 30.03.2025

Registered Cffice: 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 Q!‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +©1 98166 56001-02

CEPTUO®HKAT AHAJIMU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMponyxr: Keropoa® Ixenpece (keToposak) Tabaerkn, Aucnepriupyemsie B MoiocTH pra, 10 mr

Market / PoiHoK

:Russia / Poccua

Batch No / . Batch Quantity / 3600000 tab /
Cepns Ne k V2500507 O6bem cepui ' 3600000 Tab
Analytical Report No / . 040002870846 Date of Analysis / . 30.03.2025
ARanaTiyeckuil oTyeT Ne JarTa ananusa S
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Hara npouzsoacTaa - n_wenll | T'ogen no N w il
bl ) P T MA number: / JII-Ne(004669)~(PT -
IIpoussoacTBeHAAR : MNB/05/263 , i y =

Homep PY RU)
JnneH3nn Ne

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

Page 6 of 9/ C1p. 6 13 9

1;: Test / IlokasaTtens Results / PesyneTars Specification / Hopma
9 Residual solvents / OcTraToyHble OprraHH4eCKHE PACTBOPATENH
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
Hzonponason 08 mxkr B TabneTke He 6onec 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6noaoruuecican uterora*

OaHOPOIHOCTH
NO3UPOBAHHBLIX SAUHHILL

Total Aerobic Microbial not more than 103 CFU/g; /
Count / o61ee 9ucio NA He 6onee 10> KOE/r;
a3pobHbIX MUKpO-
OpraHH3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / o61tee uncao NA ne Gonee 10° KOE/r;
HPOMAEHBIX U NIIECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
oTcyrcrBMe B 1 1.
11 | Uniformity of dosage units / 9.9 Acceptance value (4¥) not more than

15.0 Toka3sartens npueMneMocTd (A V)
JAuskeH Obits He Guaew 15,0,

Remarks : The Product conforms to ND/
Tpumeuanue: [TpoaykT cooTBeTcTRYET TpeboBaHusaM HJ{

Conclusion : APPROVED /
3axnoyenne: OJOBPEHO

Preparcd by /
IoarorosaeHo: Santosh Kumar

Maurya @

Checkced by /
IIporepeno: Pardeep Kumar

=l

Approved by: Manager/Exegutive /
Opo6Gpeno: Menemxep / Pyfkoromrent
Abhishek Chauhan ! }7

Reprint Date /
JHara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Reprint Date / o
Iarta: 30.03.2025

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 Q%.‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Malagarh Road. Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tl a0 OGN N
STUU L

VL Jave

CEPTHO®UKAT AHAJIM3A

< .

www.drreddys.com

Product 3 Ketorol"Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Jxenpece (keropoaak) TaduieTKH, ANcNeprupyemMble B M010CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / i Batch Quantity / 3600000 tab /

Cepus Ne S 200 Ob6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002870846 Date of Analysis / . 30.03.2025

AHanuTHyecKHH oruer No JaTa ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

HaTa npon3BoacTBa T'omen 10

Mifg. License No. / X .

IlponzBoacTeenHas : MNB/05/263 MA number: / : ALUCER LS
) Homep PY RU)

JmueH3us Ne

Analysis performed according ND: / Auaaus npoBeaen no HJL: JII-Ne(004669)-(PI'-RU)-190224

Page 7of 9/ Cip. 7u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 rabnetoxk B
Onxcrepe w3 (MIA/ATITID ¢
BnaronoraoTurenem/[13BIT)
¢onsru // (I13/AN) donsru. Tlo
2 6nucrepa BMECTE € JIMCTKOM-
BKJIAJIbIILIEM B MauKy
KapTOHHYIO.

%‘: Test / [lokasaTenb Results / PeaynbraTn: Specification / Hopma
12 | Assay/Kosaunuceraentoe 9.8mg /9.8 Mr From 9%90mg to [10mg of
onpeaeneHie (97.8 %) CisH;3NO3+CsH 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr a0
11,0 mr C5H3NO3+CsH; 1 NO;
(kcroponaka TpoMeramuH) (ot 90,0 mo
110,0 % OT 3a4BJEHHOrO KOJIWYECTBA) B
TabneTke.
13 Butylhydroxyanisole 0.0924 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0924 Mr r Tabnertke He mence 0,042 mr* B TabneTke,
6yTHATHAPOKCHAHU30IA
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue yNakoBKY (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
6aucTepe u3 (DA/AJULLD c
srnaronornorure)tem/TI3BIT)  domsrn /
(IT3/AJT) donbra. ITo 1 nan 2 6nuctepa
BMECTE C JHCTKOM-BKIAAbIIIEM B [ayKy
KApTOHRYIO.

* 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.

Remarks : The Product conforms to ND/

[Npumeuanne: IlponykT cootBeTcTBYET TpeHOBaHUsM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMonrotoencHo: Santosh Kumar

Maurya Q,),

Checked by /
Tpoeepeno: Pardeep Kumar

i s

Approved by: Manager/Exedutive /
Ono6peno: Menemxep / Pygosoaprens
Abhishek Chauhan

o SRy |

Reprint Date /
Jlata: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Register=sd Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 300034, Telangana, India
Tel: 451 40 4300 2900, Fax: +91 4G 4900 2959, Email: mail@drreddys.com

CIN: L851954P1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe . i
? Y Formulation Unit-6
Dr.Red dY S ‘ _o. Vill. Khol, Nalagarh Road, Baddi,
= Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 93166 56001-02

CEPTHO®UKAT AHAJIH3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon” Bxenpece (xeropoiak) rabierkn, AHCOEPrHPYEMbIE B MOJ0CTH PT4, 10 mr Bl |
Market / Poinok :Russia / Poccus :
Batch No / _ Batch Quantity / 3600000 tab / B
Cepun Ne - sty O6n.em cepHHA 3600000 1ab
Amnalytical Repoﬁ No / - 040002870846 Date of Analysis / . 30.03.2025
AnanuTHyeckHuil oTueT Ne Nata aHaou3a )
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JlaTa npoH3BOACTBA Tonen no = =
Mfg. License No. / :
IIponssoacTBeHnasn : MNB/05/263 MA number: / E .JIH_N'(OO4669)-(PF~

: Homep PY RU)
aunensus Ne
Analysis performed according ND: / Ananns nposeser mo HJI: JITI-Ne(004669)-(PT-RU)-190224 |

Page 8 of 9/ Crp. 8 u3 9
% HpH BBINYCKE JICKAPCTBCHHOIO NpenapaTa KOHTPOJIbL Ka4ecTBa no mMoKa3saTc/aro «MHK[)OGHOJ'IOI'H‘!ECKaﬂ
YHCTOTa» NPOBOLHTCA ANs Kaxaoi 20-oif cepHH, WIN 1A OANHO#H CEPHHU B TOJ, B 3aBHCHMOCTH OT TOT0, 4TO
HACTYNNT paHbIlle.

API name / HaumenoBaune ADC: Ketorolac tromethamine / Keroponaka TpoMeTaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / . ABRH008105
Howmep cepnn nponssoaurtenn APC:
FP Manufacturer APT Batch number /
Homep cepHn cy0cTaHIHH NPONIBOAKTEIIS FERA00559
rJ1®:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoautennr APC, crpana: II-p Pennu'c JlaGopatopuc Jlta., Uuaus

| Name, address, authorization No for ~ FP 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) /
HANMEHOBAHKY, Y)(PEC, IHMEHSH 13 JI-p Pepun'c JlaGoparopne Jha., Bapas, TlponssoactecHuo
IpoussoacrBenyan niomwanka / Illnomaaxa noapasaenenue-6, Buui. Kxons, Hanarapx Poyn, bamm, JucTpukT
KOHTPOJIs1 KauecTra / ILiomaaka BeITycKa Comnan, X.I1., 173205, Unns (nunensus Homep MNB/05/263)

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.

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

Ilpnmeuanue: [IpoaykT cootBeTcTBYeT TpeGoBanmam HIT” 3akmouenne: OJJOBPEHO n

Prepared by / Checked by / Approved by: Manager/Executjve /

[Moxrorosnero: Santosh Kumar Ilposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykogoauténe

Maurya @ xf_, Abhishek Chauhan LA f
2 N

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.03.2025 Hara: 30.03.2025 Jara: 30.03.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 185195AP1984PLC0O04507
www.direddys.com :




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

Qe
Dl’. Reddy,S ‘.... ) vill. Khol, Na!agartho’ad, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +31 93166 56001-02
CEPTHOHKAT AHAJOA3A ww;rv.drreddys.com

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

Ipoayxr: Keropoa® Dxenpece (keroposak) TadaeTks, AHcnepriapyembie B nosocTH pra, 10 mr

| Market / Poinok : Russia / Poccus
Batch No / . Batch Quantity / _ 3600000 tab /
Cepus Ne 7Y Onem cépun 3600000 Ta6
Analytical Repoz‘t No/ . 040002870846 Date of Analysis / . 30.03.2025
AHanuTHYECKHH OTUeT No Hara aHaiH3a |
Date of Manufacture / - 03/2025 : Date of Expiry / . 02/2027
Jara nponsBoacTea I'ogen no _
Mifg, License No. / i Y
ITpouseoncTBenHas : MNB/05/263 MA number: / : LN Q01669 ) (BT

Homep PY RU)

JnueH3An Ne
Analysis performed according ND: / Anann3 nposeaes wo HJI: JUT-Ne(004669)-(PI-RU)- 190224 Smeten
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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/I04eHHe 0 COOTBETCTBHH: «HaCTOSIMM A MOATBEDXKIAD, HTO MPHBEAEHHAS BHIIIE HHGOPMAUS SBIISETCS
JIOCTOBEpHOM H TOUHOH. DTa CepHs MPOLYKLMH NpOU3BeAeHa (BKIIOYas YNaKoBKY (MapKHPOBKY) M KOHTDOIIb
KauecTBa) HAa BHUIEYKA3aHHON IIPOM3BOACTBEHHONW I[LIOmAmKe (IJIOMAAKax) B IIOJHOM COOTBETCIBHH C
Tpe6opanmamy IIpapun Haznexalneil IPOU3BOACTBEHHON NpakTHKH EBpasmiickoro 3KoHOMHYECKOro cotosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeboBaHUSIMH KOHTPOJII KA4eCTBA NeKapCTBEHHBIX CPEACTB,
a TAKXE B COOTBETCTBHH CO CHEUH(PUKAIMIMY, CONEPXKALIMMHUCS B PETHCTPAMOHHOM JOCHE CTPAHBI-UMITOPTEDA.
3amKCH 110 IPOH3BOJICTBY, YIIAKOBKE H aHAIIM3Y IIPOBEPEHEL, M YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHUAM I1paBi
HajuIexXanei Mpou3BOICTBEHHON NPaKTHKH EBpasuilckoro 3KOHOMHIECKOTO COKO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumevanue: Ipomykr coorBeTcTBYeT TpeGosauusm HI 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execilive /
Ioarorosneno: Santosh Kumar Tposepeno: Pardeep Kumar | Onobpeno: Menemiep / P}:\ BOANTEIh
Maurya @L’ _‘1— Abhishek Chauhan (

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.03.2025 Jara: 30.03.2025 . Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, tHyderabad - 560034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




