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

CEPTU®UKAT AHAJIM3A

Tel : +21 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpecc (keToposak) Tad/IeTKH, IHCIIeprHpYeMble B I0JOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

Batch No/ - V2501033 Batch Quantity / ; 3600000 tab /

Cepus N2 O06neM cepHn 3600000 Tab

Analytical Report No/ . 040002945554 Date of Analysis / . 97.05.2025

AHaquTHYecKHni oT4eT Ne Harta anain3a

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

Jara npoussoacTsa T'oxen g0

Mfg. License No. / . .

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

JHIeH3us Ne

| Analysis performed according ND:

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

Page10of9/Crp.1m39

N . .
Noo Test / Iloka3zaTennb Results / Pe3yabTathbl 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. / Kpyrisie
side. / Kpyrnbie miockue mIoCKue TabneTku ¢ Gackod, CBETIO-
tabnetku ¢ ¢ackoi, cBeTIIO- XKENTOro 1BeTa C PaBHPOBKOHM «I» Ha
XEJITOro LBETa C rPaBUPOBKOI OJHOM CTOpPOHE.
«l» Ha OZIHOM CTOpOHE.
2 Identification / UnenTndukauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-cnexTpsl NOJIOLIEHUS
HCTILITYEMOTO  pacTBOpa UM pacTBopa
CTaHmapTHOro  ofpaslia  KeTopoiaka
TpOMeTaMHHa JIOJIKHBI UMETH
MaKCUMYMBbI ITPU OJHOM M TOM XKe IUIUHE
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeyanue: I[Ipoaykt cooTBeTcTBYET TpeOoBaHusIM HJJ

3aka

Conclusion: APPROVED /

wuenune: OJOBPEHO

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

IMoarororneHo: Shivani IMposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauTtess
Amit Kumar -

Reprint Date / Reprint Date / Reprint Date / F

Jara: 27.05.2025 Jarta: 27.05.2025 Jara: 27.05.2025

Registered Gffice: 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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS ", o0 oo o)
CEPTHDHUKAT AHAJIU3A |y drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkr: Keropon® Dkcnpecc (keToposak) Ta6iaeTkH, AHCIEPrupyemMble B NOJI0CTH pTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus N2 - V2501033 O6bem cepuH " 3600000 tab

Analytical Repourt No/ . 040002945554 Date of Analysis / . 97.05.2025

AnaguTayeckHil oruer Ne JlaTa ananamM3a

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

Jara npon3BoacTBa Togen a0

Mfg. License No. / . o

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

JuneHzus Ne

Analysis performed according ND: / Ananus nposenen no HJL: JITI-Ne(004669)-(PT° -RU)-190224

Page 2 of 9 /Crp. 2 w3 9

No

No Results / PesyabraTsl

Test / Iloka3aTennb

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 ynepXxuBaHUs
OCHOBHOrO TIHKa Ha XpoMaTorpaMme
HCHBITYEMOT0 pacTBOpa IOJDKHO
COOTBETCTBOBATH BPEMEHU YAEPKUBAHUA
OCHOBHOTO TMHKa Ha XpoMaTorpamme

pacTBopa CTaHapTHOIO
KETOpoJiaka  TpoMeTaMHHa
«KonuuecTBeHHOE ONpeNeSICHUE).

Remarks: The Product conforms to ND/
IIpumeuanue: [Iponykr cootseTcTByeT Tpeboanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Shivani ITpoeepeno: Pardeep Kumar
—

A 4

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykoBoaurens

Amit Kumar A -
J -

Reprint Date /
Jlarta: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
Jlata: 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 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS ™70 05
A1 7TZ1L JOLUY JuLulLT
CEPTU®MKAT AHAJM3A =~ o= °

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Ixcnpecc (keroposaak) Tab1eTKH, AHCHEPrupyeMblie B N0J10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No/ _ Batch Quantity / 3600000 tab /

Cepus N2 § V2501033 O0vbem cepun " 3600000 Tab

Analytical Repog‘t No/ . 040002945554 Date of Analysis / . 97.05.2025

AHaJIHTHYeCKHIi oTueT Ne JlaTa anann3za

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

Jara mpouzsoacraa T'onen go

Mfg. License No. / . o

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

JHIeH3Hs Ne

Analysis performed according ND:

/ Auanmz nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 m39

IToaroroJieHo: Shivam}

1}? Test / [lokazaTenn Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
bymuneudpoxcuanuszon 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
yIepKUBAHHS TIHKOB
2-6y THITHAPOKCUAHU301a %
3-0y THITMAPOKCHAHU30NIA Ha
XpoMaTorpamme HCHBITYEMOrO PacTBOpa
IOJDKHBL  COOTBETCTBOBATH  BPEMEHaM
yIOEepKUBAHUS ITHKOB
2-6y TUITHAPOKCHAHU301a "
3-6yTHATHAPOKCHAHU30M1a Ha
XpomarorpaMMe pacTBopa CTaHAApTHOIO
obpasua OyTHITHApOKCHaHu30Ja (pasaen
«ConepxaHue
OYTHITUAPOKCHAHU3O0IIAR).

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

Ilpumeuanue: [Ipoayxt cooTBeTcTBYeT TpeboBanusm HJ| 3axnwuenne: OJOBPEHO

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

IMposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykooaurens

— Amit Kumar N
] QL—/ N —
Reprint Date / Reprint Date / Reprint Date / ¥
Jara: 27.05.2025 Jata: 27.05.2025 Mara: 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: L85195AP1984PLC004507
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

CEPTU®UKAT AHAJIM3A

Tel : +21 58166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToposiak) TabiieTKH, JHCIeprHpyemMble B IOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccust

Batch No/ . Batch Quantity / 3600000 tab /

Cepus N2 $ V2501033 O6bem cepun " 3600000 tab

Analytical Repo:‘t No/ . 040002945554 Date of Analysis / . 97.05.2025

AnanunrHieckHii oryer Ne JlaTa aHATH3A

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

Jara nponssoacTsa Tonen ao

Mfg. License No. / .

IIponzBoacTBenHas : MNB/05/263 MA number: / : JIIL-Ne(004669)-(PT-
Homep PY RU)

Juumen3us Ne

Analysis performed according ND: / Anaun3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 4 of 9/ Crp. 4 39

OaHopoAHOCTL Maccehl

1;.3 Test / [TokazaTens Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpeanssi 69.2 mg / 69.2 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr mo 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabneroxk — He OGonee = 10 %,;
2/20 TabneTox — He 6oee + 20 %.

4 Disintegration time /

00 min 19 sec / 00 MuH 19 cex

Not more than 3 min. / He 6osee 3 MuH.

Pacnagaemoctsb
5 Dissolution / PacTBopeHue Unit-1 / Tabn-1 101 % Not less than 75% (Q)
. C1sH13NO3°C4H (NO3 (ketorolac
Unit-2 / Tabn-2 95% | tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % Q) Ci1sH1aNO3°C¢H11NO;
. (xeTopoJiaka TPOMETaMHH) Yepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 97 %
Unit-6 / Ta6n-6 96 %

Remarks: The Product conforms to ND/
Ipumeyanue: IIponykrt coorBercTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by /
ITonrorosneno: Shivani _
Ay

Checked by /
IMpoeepeno: Pardeep Kumar

<

&

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBO}IHTeﬂ.IC
Amit Kumar K\,_ /

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jata: 27.05.2025

Reprint Date /
Jlara: 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: L85195AP1984PLC004507

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 : +91 68165 56001-02

CEPTU®HUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Jxenpecc (keTopoJiak) TabieTKH, AHCIePrHPyeMble B II0JOCTH pTa, 10 Mr

Market / Prinok

:Russia / Poccus

Batch No/ . Batch Quantity / _ 3600000 tab /

Cepus N2 # V2501033 O0bem cepun " 3600000 Tab

Analytical Repourt No / - 040002945554 Date of Analysis / . 27.05.2025

AnaautTHueckHii oTyer No JlaTa ananm3a

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

Jara npou3BoAcTBa T'onen go

Mfg. License No. / . o

IIpousBoacTBeHHAs : MNB/05/263 MA number: / : JIIL-Ne(004669)-(PT-
Homep PY RU)

JHIneH3us Ne

Analysis performed according ND: / Anasn3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 5 of 9/Crp.5m3 9

ITpumeuanne: ITpoaykt cootBeTcTBYET TpeboBanusM HJJ

1}? Test / IlokazaTenb Results / Pe3yabTathl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
HducnepcHocTh 710 pum sieve is formed. / O6pasyetcs
ONHOPOAHAs CYCNEH3Us, MpOXOsLIast
CKBO3b CHTO C pa3MepoM OTBEPCTUil
710 MKM.
7 Impurities / [Ipumecu
1-hydroxy analog of Below LOQ (LOQ =0.032 %) / | not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / Hwmxe npenena KOJIUYECTBEHHOTO
l-ruzpokcuaHaior onpezenerus (ITIKO = 0.032 %)
KEeTopoJiaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / ue 6onee 0,8 %;
1-keToananor KeToponaka
unidentified impurity / 0.02% not more than 0.5 %; / ue 6oiee 0,5 %;
eTMHUYHAA
HeueHTH)ULIMPOBaHHAS
NPUMECH
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMmMa Npumecei
8 Water content / 2.5% Not more than 7.0 %. /
Conep:xaHHe BOAbI He 6onee 7,0 %.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3axauenne: OJOBPEHO

Prepared by /
TMoarorosneno: Shivani

/&T

Checked by /
ITposepeno: Pardeep Kumar

=L

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Amit Kumar [\p L

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jlarta: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Tel: +21 58166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ IIpoayxrt: Keropon® Dxcnpece (keTopoak) TaGeTKH, AHCNEPrupyembie B MOJIOCTH pTa, 10 Mr

JuneHzun Ne

Market / Poinox :Russia / Poccus
Batch No/ . Batch Quantity / 3600000 tab /
Cepus N2 V2501033 O6beM cepun " 3600000 Tab
Analytical Repourt No/ . 040002945554 Date of Analysis / . 27.05.2025
AHajHTHYeCKH 0TUeT Ne Jata aHaau3za
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npousBoAcTBa T'oxen xo
Mfg. License No. /

. MA number: / . JII-Ne(004669)-(PI'-
IIpousBoAcTBeHHAs : MNB/05/263 Homep PY ' RU)

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

Page 6 of 9/ Crp. 6 m139

1}:’ Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OctaTo4yHbie OpraHH4eCKHe PaCTBOPUTE/IU
Isopropyl alcohol / S pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 5 MKT B TablneTke He 6onee 350 mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6uonorudyeckas yucrora*

Total Aerobic Microbial
Count / ob11ge YHUCIIO
a3pOOHBIX MUKPO-
OpraHM3MOB

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

not more than 103 CFU/g; /
He 6onee 103 KOE/r;

Total Combined Yeast and
mold count / o611ee yucIo
JPOXIKEBBIX M IIECHEBBIX
rpuboB

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

not more than 10 CFU/g; /
He 6onee 102 KOE/r;

Escherichia Coli

Absent in 1 gram /
OtcyrcrByeTB 1 T

shell be absent in 1 gram. /
OoTCyTCTBUE B I T.

11 Uniformity of dosage units / 5.0
OanopoaHocTh

AO3HPOBAHHLIX €AHHMIL

Acceptance value (4¥) not more than
15.0 IMoka3zatens npuemneMoctH (AV)
nomxeH ObITh He Oonee 15,0.

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykT coorBeTcTBYeT TpeboranusM HJ

Conclusion: APPROVED /
3aknwuyenne: OJJOBPEHO

Prepared by / Checked by /
IToarororseHo: Shivani
/

TIporepeHo: Pardeep Kumar

P d

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaurens

Amit Kumar M
i% /

Reprint Date /
Jara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date / '
Jlata: 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: L85195AP1984PLC004507
www.drreddys.com



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

i A A
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CEPTH®UKAT AHAJIM3A el

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Dkenpece (keToposiak) TabJIeTKH, AHCIIeprUpyeMble B M0JI0cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No/ ) Batch Quantity / . 3600000 tab /

Cepus N2 3 V2501033 O6bem cepun " 3600000 Tab

Analytical Report No/ . 040002945554 Date of Analysis / . 97.05.2025

AnamaTAyeckni oryer Ne Jarta anangusa

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

Jara npousBoacTBa T'ongen oo

Mfg. License No. / . o

IIpon3BOACTBEHHAN : MNB/05/263 MA number: / . JII-Ne(004669)-(PT-
Homep PY RU)

JuneH3uA Ne

Analysis performed according ND: / Auauus npoeegen mo HJI: JIII-Ne(004669)-(PI-RU)-190224

Page 70f 9/ Crp. 7 u3 9

NN? Test / IlokasaTennb Results / PesynbTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOE 9.7mg/9.7 Mmr From 90mg to 11.0 mg of
onpeaeneHue (97.3 %) C15H13NO3*CsH 1 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 MT C|5H13NO3'C4H1 1NO3
(keToponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asBIEHHOr0 KOJIMYECTBA) B
Tabrnerke.
13 | Butylhydroxyanisole 0.0944 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxxkaHue 0.0944 mr B TabneTke He Menee 0,042 mr B TabneTke.
OYTHATMAPOKCHAHH30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanye ynakoBku (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 tabneTok B
information leaflet in a carton | 6nucrepe u3 (ITA/AJUTID c
pack. / Ilo 10 Tabnetok B | Braromornoturenem/IIOBII) doaeru //
6nuctepe w3z (TTA/AJUIID ¢ | (IID/AJI) doneru. Ilo 1 unm 2 6auctepa
Briaronoraoturenem/[19BIT) BMECTE C JIACTKOM-BKJIaZbILIEM B HauKy
donery // (I13/AJ]) ponsru. [To | KapTOHHYIO.
2 GaucTepa BMECTE C JIUCTKOM-
BKJIAJ(BILIEM B mayKy
KapTOHHYIO.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [Iponykr cooreTcTBYeT TpeboBanuam HJI 3akauenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloaroroBneno: Shivani ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoautess
}}‘f - Amit Kumar -
= N~
Reprint Date / Reprint Date / Reprint Date / !
Hara: 27.05.2025 Jlata: 27.05.2025 Jara: 27.05.2025

Registered Gffice: 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 Laboratories Ltd.
Formulation Unit-6

[
Dl’. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

5 ” - Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol : +21 58166 56001-02

CEPTUOUKAT AHAJII3A oo 2 'O

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

Hponyxr: Ketopoa® Dxcnpece (keropoax) Tab1eTKH, AHCIeprapyemble B 10J10cTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No/ . Batch Quantity / 3600000 tab /
Cepus Ne + V2501033 O6nem cepun " 3600000 Tab
Analytical Repog‘t No/ . 040002945554 Date of Analysis / . 27.05.2025
AnanguTryecknii oTyeT Ne JlaTa apanusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npon3BoacTea T'open no
Mfg. License No. / . .
ITpousBoacTBeHHASN : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT -

Homep PY RU)

JuneH3us Ne
Analysis performed according ND: / Auaaus nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 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 BbIMYyCKE JIEKAPCTBEHHOTO MPeNnapaTa KOHTPOJIb Ka4ecTBa Mo MoKasaTesio «kMukpoduonornyeckas
YHCTOTA» MPOBOAUTCA AJIA KaxAoif 20-0if cepHH, NI LISl OHOK CEPUH B I'OJ, B 3aBUCHMOCTH OT TOI0, 4TO
HACTYIIUMT paHblLe.

API name / Hanmenoanne ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABRH009903

Homep cepuu npoussoauteass APC:

FP Manufacturer API Batch number /

Homep cepun cy0CTAHIIHH NPOH3BOAHTENS FESA00166

I'JID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoguTtens APC, crpana: J-p Pengu'c Jlaboparopuc JIta., Unaus

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) /

HamnmeHoBaHHe, agpec, THICH3HA AJIs I-p Pemau’c Jlabopatopuc Jlta., Unaus, I[IpoussoacTeenHoe
IMponzeoacTBenHas miowaaka / Ilnomanka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, banou, J{ucTpukr
KOHTpoJIf KadecTBa / Ilomanka BeimycKa Conan, X.I1., 173205, Unaus (muuensus Homep MNB/05/263)

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

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

ITpumeuanue: [IpoaykT cootrBeTcTBYeT TpeboBanusaM HJI 3axawyenne: OJJOGPEHO

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

IoaroroBneno: Shivani IMposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PyKOBOk}_l/I/ITeHB

; Amit Kumar ;

N - . N

Reprint Date / Reprint Date / Reprint Date / '

Jara: 27.05.2025 Hara: 27.05.2025 Jara: 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: L85195AP1284PLC004507
www.drreddys.com



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

@ e
Dl'. REddy,S ‘_... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
Tel : +21 98166 56001-02
CEPTU®UKAT AHAJIW3A dys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\ITIpoaykr: Ketopon® Dkcnpece (keTopoJiak) Ta6aeTKH, AMCeprEpyeMble B MOJI0CTH pTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No/ . V2501033 Batch Quantity / 3600000 tab /
Cepus N2 ) OG6Bem cepun " 3600000 Tab
Analytical Repovrt No / . 040002945554 Date of Analysis / . 97052025
AHaTuTHYECKHH oTUeT No Jlara ananusza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npousBoacTea T'onen no
Mfg. License No. / ) o
IIpou3sBoACTBEHHAS : MNB/05/263 MA nurither: g “IL-DE(004662)~(PT-
Homep PY RU)
JIHIEeH3HA No
Analysis performed according ND: / Anaau3 nposeaen no HJI: JITI-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».

3aka049eHne 0 cooTBeTcTBHHE: «HacTosImuM s moATBEPIKIAI0, YTO IPUBEACHHAS BBIIIE HHPOPMAILIMS ABIAETCS
JOCTOBEPHOM ¥ TOYHOM. DTa CepHs MPOJAYKUWH NpPOU3BEAeHa (BKJIIOYAs YIAKOBKY (MAapKHpPOBKY) M KOHTDOJIb
Ka4yecTBa) Ha BBHINICYKA3aHHONM IPOM3BOJACTBEHHOM IUTOMmAAKE (IUIOMAAKax) B IOJHOM COOTBETCTBHH C
TpeboBanuaMu [IpaBuil Hamsexaliei IpOM3BOJCTBEHHOM NMpakTHKU EBpasuiickoro skOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 certa6ps 2022) u TpeOoBaHHAMHA KOHTPOJISA Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB,
a TakXXe B COOTBETCTBHH CO CIIENUMUKAUAME, COOEPKAUMMHUCS B PETUCTPAIMOHHOM J0CHE CTPAaHBI-HMIIOPTEPA.
3ammcH 110 IPOU3BOICTBY, YIIAKOBKE M aHAJIM3Y ITPOBEPEHEI, i YCTAHOBIIEHO HX COOTBETCTBHE TpeboBaHmsaM IIpaBui
HaJJIeXalleH IPOU3BOACTBEHHOM NpakTHKH EBpazuiickoro 5KOHOMHYECKOTO COI03a».

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

ITpumeuanue: Ilpoaykr cooTBeTcTBYeT TpeboBanusM HJ| 3axawuenne: OJOBPEHO

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

Honrorosneno: Shivani IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoautesn
: \L’,, Amit Kumar A

N~
Reprint Date / Reprint Date / Reprint Date / )
Hara: 27.05.2025 Hara: 27.05.2025 Jarta: 27.05.2025
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