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
Tel ; +91 28166 56001-02
CEPTHOUKAT AHATA3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Dxenpecc (keTopoak) TabaeTKH, AHCIIeprapyemble B 0J10CTH pra, 10 Mr

Market / Peinox :Russia / Poccus

Batch No/ ! Batch Quantity / _ 3600000 tab /

Cepns N2 e TR QomeM cepun " 3600000 Tab

Analytical Report No / . 040002945554 Date of Analysis / . 27:05.2025

Anagurmieckuii oruer Ne JlaTa aHaJH3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Hara npon3BoacTea Togen go

Mfg. License No. /

ITpon3BoACTBeHHAS : MNB/05/263 bAleS IR LS CUISE =
Homep PY RU)

JInneH3HA Ne —

Analysis performed according ND: / Ananxu3 nposesen mo HJI: JIII—M(004669}~(I;F;ﬁI_T)—19022_4

[No |

No Test / IToxazaTens

Results / PesyabTaThl

|

Pagel1of9/Crp. 139

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasie mnockue
Tabnetku c packoii, creTIo-
HKENTOro LBETa C rPaBHPOBKOH’
«l» Ha onHOH CTOpOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. / Kpyrnsie
nnockue Tabnerkd ¢ ackoit, cmeTno-
JKEJITOTO LiBeTa C TIPaBUPOBKOH «I» Ha
OIHOMN CTOpOHE.

2 Identification / HaenTndnranns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YQ-criekTpsl NOINIOL(EHAS
HCIBITYEMOrO0 pacTBOpa H  pacTBOpa
cTanpapTHOro  ofpasua  KeTopojaka
TPOMETaMHHA JOOJIKHBI HUMETH
MaKCHMYMBI TIpK OJHOW M TOH e AJHHe
BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/

IIpumeuanne: ITponykT cooTseTcTBYET TneboBanuaM HIT

Conclusion;: APPROVED /
Zaxmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloaroroeneno: Shivani Tpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoautess
T’ f Amit Kumar ,\ L
p Y S PN
Reprint Date / Reprint Date / Reprint Date / J
Hara; 27.05.2025 Jara: 27.05.2025 Jara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5U0U34, lelangaha, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS " 0.0 o' cnor o

CEPTUDPHKAT AHAJIM3A

www.drreddys.com

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

IIpoaykr: Keropoa® Ikcnpece (keroposiak) TabieTkn, iucneprapyempie B HOJOCTH PTa, 10 mr

Market / PeiHoK :Russia / Poccus

Batch No / . V2501033 Batch Quantity / _ 3600000 tab /

Cepus Ne ) O61eM cepun " 3600000 Tab

ot el 040002945554 Dateof Aualysis/ . 57 455025
HaauTHIecKHii oT4yeT No Jata aHaJaH3a

Date of Manufacture / ) Date of Expiry / )

JlaTa npou3BoACTBa S5 Toaen po LAY

Mfg. License No. / .

IIponzBoacTBEHHAS : MNB/05/263 EA number: / 4 JIIE-N2(004669)-(PT- -

JAueN3Hs Ne GmERrE e _RED 5

| Analysis performed according ND: / Ananns nposenen no FUT: JII-Ne(004669)-(PT-RU)-190224

e Test / [MokazaTenn Results / PesynpTaTsl

Ne

Page20of 9/Crp. 2 39

Specification / Hopma

Complies / COOTBETCTRYET

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). / Bpemsa ynepxuBaHws
OCHOBHOI'O THKa Ha XpoMaTtorpamme
UCHBITYEMOTO pacTBopa IOJIKHO
COOTBETCTBOBATL BPpEMEHH YIEPXUBaHUA
OCHOBHOIO MNHKA Ha Xpomartorpamme
pacTBopa CTaHAAPTHOTO o6pasua
KeToponaka  TpoMeramuna  (pasgen
«KonuuecTBeHHOE OTIpeNie/IcHHE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue; Ilpopykr cootsetcTByeT Tpebosanuam HJI 3axaouenne: OJOBPEHO

~ ; Amit

Iy 4

Prepared by / Checked by / ' Approved by: Manager/Executive /
IMoarorornexo: Shivani IIposepeno: Pardeep Kumar | Omo6peno: Menemkep / PykoBoairren

I
A\
Kumar f\f“ s

e

Reprint Date / | Reprint Date / Reprint Date /

Hara; 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025

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: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

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

Vill. Xhol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tol : +01 98166 56001-02

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

| Market / PuIHOK ‘Russia / Pocons i
-y e[
R v R
e R
11\1{:%;:5;2;'1?31::&; . MNB/05/263 g‘:ﬁ :l‘)";};’,e"’ : IJ{IIJI)'NQ(OMG@)'(PF'
aumeHzna Ne o

Analysis performed according ND:

/ AnaJin3 nposejen mo HJI: JIII—NQ({]04669)-(PF-RU];190224

_ Page30f9/Cip.3m39

No

N Test / ITokazaTean Results / PesyabraThl
Butylhydroxyanisole / Complies / CooTBeTCTBYET
Bymunzudpoxcuaruson

Specification / Hopma

 The retention times of 2-

butylhydroxyanisole and a-
butylhydroxyanisole, peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
wuwatugrain vl Lulyllipdioayauisule
standard solution ("Butylhydroxyanisole

content” section). / BpemeHna
YIOEpKHBaHHA TTHKOB
2-0yTHNTHAPOKCHAHN301a U
3-6yTUIrHAPOKCHAHN30Ta Ha

XpoMaTorpaMme HCIBITYEMOr0o pacTBOpa
IOJDKHBL  COOTBETCTBOBATE  BpeMeHaM

yIOEpP)KUBAHHA TIHKOB
2-6yTUNrHAPOKCHAHHM30Ia "
3-0y THNTHAPOKCHAHH30MA Ha

XpOMaTOrpaMMe pacrsopa CTaHIapTHOTO
obpazua GYTHIrMAPOKCHAHH30NA (Da3/ien
«Conepxanne

Gy THITHAPOKCHAHHIONA).,

Remarks: The Product conforms to ND/
TIpumeuanne: TIpoaykT cooTBeTCTBYET TpeGoBauHam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

JHata: 27.05.2025

Jara: 27.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Shivani IIposepeno: Pardeep Kumar | Osio6peno: Menemxep / Pyxoaonmenb
ﬁ” ' L Amit Kumar g
] 3 [~ =
Reprint Date / Reprint Date / Reprint Date / .

Hara: 27.05.2025

Registerad 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: L85195AP1984P1.C004507

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, INDIA

Tel : +21 98166 56001-02

CEPTHO®MKAT AHAJIU3A

www.drreddys.com

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

Tipoaykr: Keropon® Sxenpecc (keroponax) rabaerku, qucneprupyemble B 1010CTH p1a, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne D O0beM cepHH * 3600000 Tab

Analytical Repo\}'t No/ - 040002945554 Date of Analysis / . 27.05.2025

Ananuruyecknii oTyet Ne Jara aHaanza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jara nponsBoicTBa T'omen mo

Mifg. License No. /

Ipon3goacTBEHHAS : MNB/05/263 MA number: / : JIII-N2(004669)-(PT -
Homep PY RU)

auuenzus Ne —

Analysis performed according ND: / Anaaus nposegen no HA: JITI-Ne(004669)-(PI'-RU)-190224

~ Paged4of9/Crp.4u39

Ipumeuanue: [Ipoaykr cootsercrayer Tpebopanusm HJT

iﬂo Test / ITokazaTenns Results / PesyneTathl Specification / Hopma
3 | Average weight/ Cpeanss 69.2 mg / 69.2 Mr " 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca . Ot 67,2 Mr 1o 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of welght / 18/20 tablets - not more than = 10 %;
OJHOPOAHOCTE MACChI 2/20 tablets - not more than + 2U %. /
18/20 Ttabnerox — ue 6Gonee = 10 %;
2/20 Tabretok — He 6onee + 20 %.
4 | Disintegration time / 00 min 19 sec / 00 mun 19 cex Not more than 3 min. / He 6onee 3 Mu.
Pacnagaemocts
5 Dissolution / PacTBopexue Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. C1sH13NO3+C4H ) NOs (ketorolac
Unit-2 / Ta6n-2 95 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97% | 5% (Q  CisHiNOyCHUNOs
. (keTOponaka TpoMeTaMHH) 4epe3 15 MuH.
Unit-4 / Ta6n-4 97 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 96 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3axiouenue: OJJOBPEHO

Jara: 27.05.2025

Hara: 27.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IlogroropneHo: Shivan’g Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosonmren b

/ {) c\i’M Amit Kumar !,\M -
Reprint Date / Reprint Date/ Reprint Date /

Hara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOHKAT AHAJIU3A

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disinteg_ratﬁi Tablets 10 mg

Iponyxr: Keropoa® Dxenpece (ketoposiak) TabaeTku, Aucneprupyembie B M0JI0cTH pra, 10 Mr

Market / PoiHok _ :Russia/Poccus
Batch No/ . Batch Quantity / . 3600000 tab /
Cepns N2 e O61bem ceprn " 3600000 Ta6
inalytlcal Repovrt No/ . 040002945554 Date of Analysis / . 27.05.2025
HAJTHTHYeCKHH oTHeT No JaTa anannsa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npon3BoAcTBa -y I'onen o
Mfg. License No. / ) g
IlpousBoacTBEeHHAA : MNB/05/263 il i D - M= QU GRO)S (DS
Homep PY RU)
nnnensHs Ne = -

mo HII; JITI-Ne(004669)-(PT-RU)-190224

_Analysis performed according ND: / Anann3 npoBegex

Page50f9/Cip.Su3 9

JucnepcHocTH

i.:’ Test / IlokasaTtens Results / PeaynbTaTs!
6 Particle size distribution / Complies / CooTBeTCTBYET

Specification / Hopma

A uniform suspension passing through a
710 um sieve is formed. / O6pasyercs
OIHOPOOHAA CYCHEeH3Us, TpPOXOAsIIas
CKBO3b CHMTO C pa3MepoM OTBEPCTHH
710 MxM.

7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-ruppoxcnananor

Bclow LOQ (LOQ =0.032%) /
Huxe npenena konquecTBEHHOTO
onpeznenenus (TTKO = 0.032 %)

not more than 0.5 %; / 11e 6onee 0,5 %;

KeTopoaka,

1-keto analog of ketorolac / 0.04%

1-keToaHaJIOT kKeToponaka

unidentified impurity /
eMUHHYHAS
HEUNCHTUDHLPOBAHHAS
TIpUMECh

0.02%

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

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

total impunties / 0.1%

cyMMa IpuMecei

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

8 Water content / 2.5%

Mot moro than 7.0 %4. /

ConepxaHue BOAbI He 6onee 7,0 %.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanne: I[Ipomykt cooteTcTBYeT TpeboBaruam HJ 3axarogyenne: OJJOBPEHO

Prepared by / Checked by /

TToarorosneno: Shivani

pr =

Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBomiirenh
Amit Kumar A ~

Reprint Date /
Hara: 27.05.2025

Reprint Date /
IlaTta: 27.05.2025

Reprint Date /
Hara: 27.05.2025

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.drfeddys.com



Dr.Reddy’s Q?‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +01 28166 56001-02

CEPTUPHKAT AHAJIN3A

www.drreddys.corm

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|Hponykr: Keropoa® Jxcnpece (keroponax) Taberis, Ancneprapyemble B 0o10cTy pra, 10 mr -

Market / Poinok :Russia / Poccus |

Batch No / . Batch Quantity / _ 3600000 tab /

Cepns Ne A0 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002945554 Date of Analysis / . 27.05.2025

Ananntuyeckni oTuer Ne JlaTra aHaJ H32

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Hara npon3soacTsa Togen no

Mfg. License No. / . .

IlpouszsoacTeeHHas - MNB/05/263 MA number: / ‘ JII-Ne(004669)-(PT-
Homep PY RU)

JTHneH3ns Ne oy

Analysis performed according ND: / Ananns nposesen no HJI: JII-N2(004669)-(PT-RU)-190224 L

Page 60of9/Crp.6n3 9

i.oo Test / IToxazaTesn Results / PesyabTaTst Specification / Hopma

9 Residual solvents / OcTaTounble OopraHHYecKHe pacTBOPHTEH |
Isopropyl alcohol / 5 pgltab / Not more than 350 pg/tab. /
Hzonponanon 5 Mxr B TabneTke He 6onee 350 Mxr B TabneTke.

10 | Microbiological purity*/ Muxpo6uoscrngeckas unctora*

Tatal Aernhin Micrahial
Count / ¢011ge UULID
a3po6HBIX MHKDO-
OpraHM3MOB

lessthan 10 CFlllg/
Viense 10 KOE/r

" | notmore than 10° CFU/g; /
He Ouiee 107 KOE/;

Total Combined Yeast and
mold count / oburee yucno
APOMOKEBBIX M [NIECHEBBIX
rpa6oB

Less than 10 CFU/g /
Menee 10 KOE/r

Escherichia Coli

Absentin 1 gram/
OrcyrtcteyerB 1 1

not more than 102 CFU/g; /
He Gonee 102 KOE/T;

~ shell be absent in 1 gram. /
oTcytcTBre B 1 T.

11 | Uniformity of dosage units /
OaunopoaHocTh
OO3UPOBAHHLIX EJHHHII

5.0

Acceptance value (4¥) not more than
15.0 TMoxkazarens mpueMaeMocTd (AV)
noJkeH OuITh He Gomee 15,0.

Remarks: The Product conforms to ND/

[Tpumeuanue: IIpoaykT cooteTcTBYET TpeboBanuaM HJI

Conclusion;: APPROVED /
Saxmouenne: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /
IlonrotosneHo: Shivani IIpopepeHo: Pardeep Kumar | Ono6peno: Menemxep / Pykosoauteis
— . Amit Kumar A
F P, e
Reprint Date / Reprint Date / Reprint Date / g
Jara: 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025

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: L85195AP1284PLCO04507
www.drreddys,com
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CERTIFICATE OF ANALYSIS

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

vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHO®HUKAT AHAJTHU3A

Tej ; +81 88166 56G01-02
www.drreddys.com

Product : I_(-eto;ol_f;(press (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (ketoponak) tabinerkn, Aucneprapyemsle  nonocrn pra, 10mr

Market / Prinoxk :Russia / Poccus o
Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne 1 VU O6Bem cepun " 3600000 Tab
Analytical Report No/ - 040002945554 Date of Analysis / . 27.05.2025
AHaTHTHYECKAH 0TYeT Ne HdaTta ananuza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa npoH3BOACTBA I'open mo i S 8 W
Mfg. License No. /

IIpon3BoacTBeHHAR : MNB/05/263 gA nmlt:;er. d : i{ll'[ DLy
JRIeH3usA No omep D)

| Analysis performed according ND: / Anann3 npoBeaen H;@_JIII—NQ(@4669)-(PF-,RU)-190%2_‘_1}

Page7of 9/Crp.7u3 9

i: Test / [ToxazaTenn Results / Pe3yabTaThl Specification / Hopma
12 | Assay/ KoauuyecTBeHHOE 9.7mg/9.7 Mr From 90mg to 110mg of
onpegeseHue (97.3 %) C5H13NO3+C4H,; (NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 mr CsH13NO;y*C4H11NO;3
{xeroponaka Tpomeramuu) {ot 90,0 mo
110,0 % OT 3aABJIEHHOTO KOJHYECTRBA) B

TabneTke.

13 Butylhydroxyanisole

0.0944 mg/tab /

content / Conepxanue
OYyTHIIrMAPOKCHAHN30NA

0.0944 mr B TabneTxe

Not less than 0.042 mg/tab. /
He menee 0,042 mr B Tabnetke.

14 | Package description /
Onucanue ymaKkoBxH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / [lo 10 TabneTok B
Canerepe w3 (ITA/ATITID o
pnaronornotureneM/IIOBIT)
¢onera // (II3/AJT) donsru. Io
2 6iMcTepa BMECTE C JIHCTKOM-
BKTIafBILIEM B navyxy
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. / Ilo 10 Tabnetok B
6nucrepe u3 (MA/ANTIS c
pnaronornorurenemM/II2BII) doneru //
(TID/AJT) osbre. o 1 wmn 2 Gmnerepa
BMECTE ¢ JIACTKOM-BKJIAJIBIIIEM B MaukKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

ITprmeyanue: IIpogykT coorercTyeT Tpebosanuam HJT

Conclusion: APPROVED /
Sarxawuenne: OJJOBPEHO

Prepared by /
ITonrorosneno: Shivani

Vs

Checked by /
IIposepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
Omobpeno: Menemxep / Pykosoautenn
{. Amit Kumar ; L

N

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hata: 27.05.2025

1

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':'.

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tol : 401 98166 56001-02
CEPTUO®UKAT AHAJIM3A | .\ drred dys.com
|Product : Ketorol Express (ketorolac) Orally Disintegriting Tablets 10 mg N
|I_Hp2ny_kT: Keropoa® Jxenpece (xeToposiak) TaGneTkn, JUCNEPrHpyeMble B IOJIOCTH pra, 10 Mr _—
| Market / Prinok :Russia / Poccus
| Batch No/ ) Batch Quantity / . 3600000 tab /
Cepus Ne w2 O0BeM cepru " 3600000 Tab
Analytical Repo:‘t Neo/ - 040002945554 Date of Analysis / . 27.05.2025
AnajguTHYecKHH oTdeT No Jara anaan3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npou3BoacTBa Tonen no
Mfg. License No. / . 3 e
IlpouseoAcTBeHHAS : MNB/05/263 Ll gy : e CSEI
Homep PY RU)
JHNeH3HA No : — =
_Analysis performed according ND: / Ananu3s nposeaen nmo HJI: JII-N2(004669)-(PI'-RU)-190224

Page8 of 9/ Crp. 8 m3 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 BeIMyCKe JIEKAPCTBEHHOrO penapaTa KOHTPOJb KayecTBa o mokasarenio «VHkpoOuonoruyeckasi

YHCTOT2» MPOBOAHTCSH JA Kax A0 20-o¥ cepuu, HaM AJs OOHOM CepHH B rofl, B 3aBHCHMOCTH OT TOI'0, 4TO

HACTYMNHT paHbure,

API name / Haumenosanne ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussogntens ADC:

ABRHO009903

FP Manufacturer API Batch number /
Homep cepHH cyOcTAHIHH NMPOU3BONHTENS
TJIP:

FESA00166

API Manufactured by & country /
Mponspoaurens A®C, cTpana:

Dr. Redd?s Laboratories Ltd., India/
-p Pennu'c Jlaboparopuc Jita., Unaus

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

HaumeHnobBamRe, agpec, IMIEH3IHA AJIA
IpousBoacTBeHHas niaomanka / Ilnomanka
KOHTpoJsi KadecTBa / Iliomagka BeImycKa

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

O-p Peanw’c Jlaboparopwuc JItn., Mugus, IlpoussoncTBeHHOE
nonpasnenenue-6, Bui. Kxons, Hanarapx Poyn, bamau, AucTprkr
Conan, X.I1., 173205, Muaus (muueHsus Homep MNB/05/263)

MNB/05/263) /

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

Remarks: The Product conforms to ND/

[Tpumeyanse: IIpoXyKT cooTBETCTBYET TPEGOBAHMAM HO

Conclusion: APPROVED /
Saxawdyenne; OJOBPEHO

Prepared by / Checked by

IToarorosneno: Shivani

/

[TpoBepeno: Pardeep Kumar I

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautesis

/\/‘ , Amit Kumar X 3
' - ._{L_-——_- = J} —
Reprint Date / Reprint Date / Reprint Date / .

Hata; 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025

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 Laboratories Ltd.
Formulation Unit-6

 @%
Dl’. Red dy S o ’ vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol : 401 98166 56001-02

CEPTU®HKAT AHAJIM3A |\ drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jkcnpecc (keToposak) TabaeTkH, AHCIEPrHpyeMbIc B HOJIOCTH pra, 10 mr ___ .
Market / Peinox :Russia / Poccusg S
Batch No/ i Batch Quantity / _ 3600000 tab/
Cepns N2 3 Yool O6nLem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002945554 Date of Analysis / . 27.05.2025
AHanuTHyecKkHii oryer Ne . JaTa anaiusa .
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Hdara nponsBoaciea - Topempo S |
Mfg. License No. / j o
ITpon3soicTBennan : MNB/05/263 [ st il 6 : MLIEL LIRS Q0
Homep PY RU)
JIHUEeH3HA N2 | o —
| Analysis performed according ND: / Ananu3s nposexen mo HJI: JITI-Ne(004669)-(PT-RU)-190224 )

Page 9 of 9/ Ctp. 9 n3 9
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».

3axnlodenne o cooTBercTHH: «HacTodmuM s IOATBEPMAAI0, YTO IPHBCIACHHAS BBILIEC MHEQOpPManMA ABJLICTCA
JOCTOBEPHOR M TOYHOM. DTa cepus NPOAYKIMH IIPOH3BeleHa (BKJIOYAS YNAKOBKY (MapKMpOBKY) M KOHTDOIE
KayecTBa) Ha BHINIEyKa3aHHOM IPOM3BOACTBEHHOM IUIomanke (IUIOIMAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBaHuaMH [IpaBui HaqIekKalmeld MPOM3BOACTBEHHOM NpPaKTHKY EBpasHiCKOro 3KOHOMHHYECKOIO COIO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa6pst 2022) u TpeboBaHHAMH KOHTPOJIA KA4€CTBA JIEKAPCTBEHHBIX CPEICTB,
a Taxke B COOTBETCTBHH CO CIEIHGHKANUSIMH, COAEPKAIMUMHUCA B PETHCTPAIAOHHOM JOChE CTPaHBI-HMIIOpTEpA.
3amuicH 10 IPOM3BOACTBY, YIAKOBKE M aHAIK3Y IPOBEPEHEL, M yCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHUAM IIpaBuit
HaJUIeXKaIeH IPOU3BOACTBEHHOMN NIPakTUKH EBpaznicKOro 3K0HOMHYECKOI'O COI03a).

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

ITpumeyannue: [TpoaykT cooTseTcTBYeT TpeboBanmsam HJI 3aknwuenue: OJJOBPEHO

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

IMoaroroenexo: Shivani IIpoeepeno: Pardeep Kumar | Ono6peno: Menepxep / Pyxosoautens

Amit Kumar A

AT I A

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.05.2025 Hara: 27.05.2025 - Jara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507 J
www.drreddys.com



