Dr.Reddy’s Q%

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Sofan, H.P, 173 205, INDIA

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

W ‘.:"l’_:-"",‘_;\Li; reddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Dxcnpece (keTopoak) TabaeTKH, AucHeprupyemMble B 0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccns

Batch No / ) Batch Quantity / 3600000 tab /

Cepun Ne a W00 O61bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002914242 Date of Analysis / . 30.04.2025

AnannTHveckuii oTuer Ne JaTta anananza

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

Jara npouzBoacTBa Tonen xo

Mfg. License No. / . o

ITpousBoacTBenHasn : MNB/05/263 MIAAOTbER 4 g IENE(004669):-(PI%:
Homep PY RU)

JuneH3ua No

Analysis performed according ND:

/ Anasms npoeeaen mo H: JIII-Ne(004669)-(PT-RU)-190224

Page1of9/Crp. 1m39

No . .
N Test / [lokazaTensn Results / PesyanTaTol 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. / Kpyrasie miockue wiockue TabieTkn ¢ ¢ackoi, CBeTIO-
TabneTku ¢ Packoii, cBeTIIO- KEJNTOrO0 IBETa C IPABUPOBKOH «l» Ha
MKEJITOTO 1[BETa C IPAaBUPOBKOH OIIHO# CTOpOHE.
«|» Ha OHOI CTOpOHE.

2 Identification / MnenTuduxauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / V®-criekTphl TOITOIMIEHUSA
HCIIBITYEMOTO PacTBOpa H  pacTBopa
CTaHAapTHoro  ofpaslla  KEeToponaka
TpoMeTaMHHa JOJKHEI HMeTh
MaKCUMYMBI [IPU OJHOM U TOMH e NIvHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to

ITpumeuanue: Ilpoaykr cootsercTByeT Tpebopanusam HJI

ND/

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: Ramakant Iporepeno: Pardeep Kumar | Opobpeno: Menemxkep / PykoBoauTens
Q/ul‘ : =l Amit Kumar L
/ = /\ —
Reprint Date / \ Reprint Date / Reprint Date / )
Jara: 30.04.2025 Jara: 30.04.2025 JHara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hitts, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Ermail: 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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

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

Ipoaykt: Keropoa® Dxcnpece (KeTopoaak) TaGiieTKH, JucHeprupyemMbie B M0J10CTH pTa, 10 mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne i V2500720 O0nem cepuH " 3600000 Tab

Analytical Repo:‘t No/ - 040002914242 Date of Analysis / . 30.04.2025

AHagHTHYeCKHH oT4yeT Ne Jara ananuza ]

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JlaTta npoH3BOACTBA T'ogen no

Mfg. License No./ . .

IIpoun3BoacTBEeHHAs : MNB/05/263 MA number: / 2 JII-Ne(004669)-(PT-
Homep PY RU)

JHneH3Hs Ne

Analysis performed according ND:

/ Anaaus nposenen mo HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page2of 9/Crp.2 m39

No

Ne Test / [Toxa3zaTenb

Results / Pe3yabTaThl

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). / Bpemsi ynepXMBaHHs
OCHOBHOIO MHKa Ha XpoMarorpamme
HCTILITYEMOTO pacTBOpa TOOJIKHO
COOTBETCTBOBATh BPEMEHU YAEPKHBaHUS
OCHOBHOIO IMKa Ha XpoMaTorpamme
pacTtBopa CTaHOAPTHOT'O obpasna
KeTopojiaka  TpoMeTaMHHa  (pasgmen
«KonuuecTBeHHOE ONpe/IEICHUE).

Remarks : The Product conforms to

ITpumeuanue: [Tponykr cooTBeTcTBYET Tpebosanuam HJI

ND/

Conclusion : APPROVED /
Zaxkawuenue: OJIOBPEHO

Prepared by /
TTonrorosneno: Ramakant

Ly

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mernemxep / Pykosonutesis

i A
Amit Kumar /\ —

Reprint Date / \
Jara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Reprint Date / '

Hara: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984Pi 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

CEPTI/I(I)I/HCAT AHAJIH:;A Tei: =51 58166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkenpece (keTopoaak) TabaeTku, AHCHEPrHPYyeMbIe B NOJ0CTH PTa, 10 mr

auenzus Ne

‘Market / Peinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne ihfties O6bem cepun " 3600000 Tab
Analytical Repourt No / - 040002914242 Date of Analysis / . 30.04.2025
| AHAJIMTHYECKHii oT4eT Ne Hara anaju3sa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
| laTa npoH3BOACTBA I'onen no
Mfg. License No. /
. MA number: / ~ JIII-Ne(004669)-(PI'-
IpousBoacTBenHast : MNB/05/263 Howmep PY " RU)

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

Page30of9/Crp.3 m39

No

No Test / Moxasarens Results / PesynbTatsi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudporcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-6y TUITHAPOKCUAaHU30J1a
3-0yTHArHAPOKCHAHN301a

«Copepxanue
OYTHITHIPOKCHAHH3011a»).

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

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
yIepKUBaHHUS ITHKOB
2-6yTUITHAPOKCHAHU301a U
3-6yTHIrUAPOKCHAHU30MA Ha

XpoMarorpaMme KCIBITYEMOI'0 pacTBOpa
JOJDKHBI ~ COOTBETCTBOBAaTb  BPEMEHAM
yIepKUBaHUs MHKOB

XpoMaTtorpaMme pacTBopa CTaHAAPTHOIO
obpasia 6yTUIruApoKcHaHu3oa (pazaen

3-
the

)40
Ha

Remarks : The Product conforms to ND/
IMpumedanue: [Ipoaykr coorBercTBYeT TpeOoBanmsam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

ITonrorosneHo: Ramakant
Bt

Checked by /
Iposepeno: Pardeep Kumar

&"_‘/_

Approved by: Manager/Executive /
Onobpeno: Menemwxep / P%cosonmenb
Amit Kumar {'\.,f--- '

3
\]

—

Reprint Date /

\

Jara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Reprint Date /
Hata: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 500024, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4€C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1C004507

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

CEPTUOPUKAT AHAJIU3A

Tel : +91 88166 56001-02

www.drrediiys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Jxcnpece (keTopo/ak) TabJeTKH, JHCIeprpyeMble B MOJIOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne § V2500720 O6Bem cepnn " 3600000 Tab

Analytical Repo:‘t No / - 040002914242 Date of Analysis / . 30.04.2025

AHajquTHYeCKHH oTueT No Jara ananu3za

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa mpon3BoacTBa TI'omen no

Mfg. License No. / . o

IlpoussoacTBeHHASt : MNB/05/263 IV b Nt g JIEN=(004662)=(Es
Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Anain3 nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page40f9/Crp.4mu39

i’o Test / [lokazarenan Results / PeaynbraThl Specification / Hopma
3 Average weight / Cpeanss 68.5 mg / 68.5 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca ) Ot 67,2 mr g0 72,8 mr (70,0 Mmr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OnHOpOAHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabneroxk - He Oonee + 10 %;
2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time / 00 min 21 sec / 00 MuH 21 cex Not more than 3 min. / He Gonee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 95 % Not less than 75% (Q) of
. Ci15sH3NO3*C4H 1 INO3 (ketorolac
Unit2,/ liaGr2 98 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 98 % 75 % Q) CisH13NO3*C4H11NOs
. (xetoponaka TpoMeTaMUH) 4epe3 15 MuH.
Unit-4 / Tabn-4 99%
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
[Tpumeuanue: ITpoaykT cooTseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Saxmouyenne: OJOBPEHO

Prepared by / Checked by /

ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauresns

Jara: 30.04.2025 JHara: 30.04.2025

IToarorosneno: Ramakant
@»\w} QL’— Amit Kumar /\//L/
— /
Reprint Date / i Reprint Date / Reprint Date / !

JTata: 30.04.2025

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIN3A

Tel : +91 98166 56001-02

www. arregdys,.cCoim

Product : Ketorol Express (ketorolac) Orally Disintegrating_Tablets 10 mg

TpoaykT: Keropon® Jxcnpecc (KeTopoJak) TabaeTku, 1Hcneprupyemble B MOIOCTH PTa, 10 Mr

Market / Peraok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepun Ne £ V2500720 O6nem cepun " 3600000 Tab

Amnalytical Repo\f‘t No/ - 040002914242 Date of Analysis / . 30.04.2025

AHaauTHYeCKH# 0TYeT Ne Jarta ananusa

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npon3BoACTBa I'onen no

Mfg. License No. / . .

IIpouszBoacTBeHHAS : MNB/05/263 MiAvRmbexEY : <M IE(0002 (=
Homep PY RU)

Junenzua Ne

Analysis performed according ND: / Anain3s nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

PageS5of 9/ Crp.Sn3 9

1;.00 Test / [lokasaTesan Results / PesyabTaTh! Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHOCTH 710 ym sieve is formed. / Obpazyertca
OINHOPOIHAs CYCIEH3Hs, NpOXOIAIas
CKBO3b CHTO C pa3MepoM OTBEPCTHI
710 MKM.
7 Impurities / TIpumecn
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / / Hixe npeaena
1-runpokcuanaior KOJINYECTBEHHOrO ONMpeIeTIeHUs
KeTopoJaKa (ITKO = 0.0032%)
1-keto analog of ketorolac / not more than 0.8 %; / ne 6onee 0,8 %;
1-KeTOaHANOT KETOpONaKa
unidentified impurity / 0.05% not more than 0.5 %; / He 6onee 0,5 %;
eqUHUIHAS
HEeUIeHTUGULIUPOBAHHAL
MpUMeChb 0.01%
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
cyMMa npumMecei
8 Water content / 2.5% Not more than 7.0 %. /
ConepxaHue BOAbI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
IIpumedanue: ITpoaykT cootBeTcTBYET Tpeboranusam HJJ

3aka

Conclusion : APPROVED /

w4yenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

Checked by /
IIposepeno: Pardeep Kumar

o o

Amit

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

| -

—

Kumar

{\_,_

Reprint Date / \
Jara: 30.04.2025

Reprint Date /
Hara: 30.04.2025

Reprint Date / !
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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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 AHAJIN3A

Tei : +51 98166 56001-02

[reddys.com

SANAN S

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

Ipoaykr: Keropoa® Dxcnpece (KeTopoaak) TaG/IeTKH, AHCHEprupyemMble B mojoctu pra, 10 mr

Market / PoiHok :Russia / Poceus

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne 12200020 O0beM cepuH © 3600000 Tab

Analytical Repovrt No/ - 040002914242 Date of Analysis / . 30.04.2025

AdannaTuyeckuil oTuer Ne JlaTa ananu3za

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

JarTa npon3BoacTBa Togen ao

Mfg. License No. / . o

IlpousBoacTBeHHAst : MNB/05/263 M inumber:,/ Tty oty
Homep PY RU)

JuneHzus Ne

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

Page 6 of 9/ Crp. 6 w3 9

i.oo Test / [loka3zaTeb Results / PesynbTaThl Specification / Hopma
9 Residual solvents / OcTraTouHble OpraHH4YecKHe pacTBOPHTENH
Isopropyl alcohol / 22 pg/tab / Not more than 350 pg/tab. /
Hzonpomnanon 22 Mkr B TabneTke He Gonee 350 MKr B TabJeTKe.

10 | Microbiological purity*/ Mukpo6uoaoruyeckast yucrora*™

Total Aerobic Microbial
Count / ob1ee yuciao

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

OnHopoAHOCTE
JO3UPOBAHHBIX €IHHHLI

NA
a’poOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10?> CFU/g; /
mold count / o6uiee qucio NA He 6onee 10° KOE/T;
JPOXKEBBIX H TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of desage units / 42 Acceptance value (4V) not more than

15.0 TToka3arens npuemneMocTy (AV)
nomked 6bITh He Oonee 15,0.

Remarks : The Product conforms to ND/

Ipumeyanne: [IpoxykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

'y

Checked by /
[MpoBepeHo: Pardeep Kumar

Pty

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonurens

i (
Amit Kumar /\//

Reprint Date /
Jara: 30.04.2025

' Reprint Date /
Jlata: 30.04.2025

Reprint Date / i
Jlara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 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

CEPTU®HNKAT AHAJIM3A

Tel: +91 68166 56001-02

whww. arreggavs.t

VS, LU

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

Hpoayxr: Keropoa® Dxenpecc (keToposiak) TabeTky, Ancnepripyembie B M0J10CTH pra, 10 mr

Market / Poiaok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne i V2500720 Oo6bem cephu " 3600000 Tab

Analytical Repourt No/ - 040002914242 Date of Analysis / . 30.04.2025

AHanuTHYECKH oTyeT Ne JaTa ananusa

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

Jara npoun3BojcTsa Toagen fo

Mfg. License No. / . o

Ipou3BoAcTBEHHAS : MNB/05/263 INUASmumberiee : JITI-Ne(004669)-(PT -
Homep PY RU)

JHHeH3ns Ne

Analysis performed according ND: / Anaau3s nposeaes mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 73 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6nucrepe uz (ITA/AJITID ¢
piaronornorurenem/[12BIT)
toneru // (II3/AJT) donsru. Ilo
? AUucTepA RMECTE € TUCTKOM-
BKJIapILIEM B navkKy
KapTOHHYIO.

i.oo Test / TlokasaTeinb Results / PesyanTaTnl Specification / Hopma
12 | Assay/KoanuecTBeHHOe 10.0 mg/ 10.0 Mr From 9.0mg to 11.0 mg of
onpeaeJieHHe (100.2 %) Ci5H13NO3+C4H 1 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr oo
11,0 Mr C15H13N03‘C4H11N03
' (xeToponaka TpomeramuH) (oT 90,0 no
110,0 % OT 3aABJIEHHOTO KONMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0945 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0945 mr B TabneTke He menee 0,042 mr B TabneTke.
6y THIIrHAPOKCHAHM30J1A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNnakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 tabneTok B
6nucrepe u3 (TTA/AJI/TID c
prnaronornotutenem/[I1OBIT)  donern //
(I12/AJ1) donsru. [Mo 1 unun 2 6arctepa
BMECTE C JINCTKOM-BKJIAJBIIIEM B NayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHMsIM HJ

Conclusion : APPROVED /
3axsmouenune: OJOBPEHO

Prepared by /
ITonrorosneno: Ramakant

ot

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Omno6peno: Menemxep / Pykooaurens
Amit Kumar L

N——

Reprint Date / \
Jara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Reprint Date / {
Jara: 30.04.2025

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

S ) X
Formulation Unit-6
y °
Dr.Red dy S Q .. Vill. Khol, Nalagarh Road, Baddi,
' CERTIFICATE OF ANALYSIS  Distt. Sofan, H.P. 173 205, INDIA
CEPTUO®UKAT AHAJINZA Tel : +91 98166 56001-02

www.drredays.com

'Product :_T(etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dxenpece (keToposiak) TabaeTkn, JHCEprHpyemMbIe B MOJIOCTH pTa, 10 Mr ]
Market / Prnox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepnsa Ne V2500720 O6nem cepnn " 3600000 Tab
Analytical RepoI't No/ - 040002914242 Date of Analysis / . 30.04.2025
AHanuTi YecKHii oTueT Ne Jlara ananuza
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
Jara npoMiBoJcTBa T'onen no
Mifg. License No. / . .
TiponssomeTBennas . MNB/05/263 MAsnumber:y]  aaNE(00:4669)-(RI=
Homep PY RU)
Junes3ust Ne
Analysis performed according ND: / Ananu3 nposener nmo HJI: JITI-Ne(004669)-(PI-RU)-190224

Page 8 of 9/ Ctp. 8 uz 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.
* [IpH BBINYCKe JIEKAPCTBEHHOT0 NIpenapaTa KOHTPO/Ib Ka4ecTBa o noKasaTesio «Mukpobuosornyeckast
YHCTOTA» MPOBOAMTCS AJTst KakKaoi 20-0it cepuu, WM 1/l OAHOMH CepHH B roj, B 3aBUCUMOCTH OT TOI'0, YTO
HACTYNHUT paHbIlle.

API name / Haumenosanue ADC: Ketorolac tromethamine / KeToponaka TpomeraMuH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRHO009670

Howmep cepuu npoussoguteas APC:

FP Manufacturer API Batch number /

Homep cephu cyOcTaHIMH NPOH3BOAHTENA FESA00031

rJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponseogurens ADC, crpana: J-p Pennu'c Jlaboparopuc Jlta., Muaus

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) /

HaumeHoBaHHe, agpec, THICH3HA AJIs J-p Pegnu’c Jlaboparopuc Jlta., Unaus, IlponssoacTeenHoe
IIpousBoacreennas miomagka / Ilnomanka noapasaenenue-6, Buin. Kxons, Hanarapx Poyn, banau, {uctpukr
KOHTpOoJ4 KauecTBa / Ilnomagka Belnycka Conan, X.I1., 173205, Uapus (mueHsus 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: [Tpoaykt cooTeTcTBYET Tpebopanusam H/T 3akmouenne: OJJOBPEHO

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

Honroroeneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / PKKOBOI[I/ITGJ'IL
| Amit Kumar :

Reprint Date / ' Reprint Date / Reprint Date/

Jara: 30.04.2025 Jara: 30.04.20258 Jlara: 30.04.2023

Registered Office: 8-2-327, 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.

@ _ .
G e Eormulation Unit-6
DI’. REddY S q'.. Vill. Khol, Natagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHUOUKAT AHAJIM3A  Tel: +91 98166 56001-02

Wwww. adrredays.corm

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

Ipoxykr: Keropon® Jxcnpecc (keToposak) TabJieTKH, JHCHEprUpyemMble B IIOJI0CTH pTa, 10 mr

| Market / Prinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne A Oo61em cepun ~ 3600000 Tab
Analytical Repo:‘t No/ . 040002914242 Date of Analysis / - 30.04.2025
AHasMTHYeCKHI oTYeT No JlaTa ananusa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoacTBa Togen oo
Mifg. License No. / . o
IIpousBoACTBeHHAN : MNB/05/263 pASauED e p "I (00T

Homep PY RU)

JuneH3ust Ne
Analysis performed according ND: / Anain3 npoBeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page9of 9/Ctp. 9139
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».

3ak/II0YeHHEe 0 COOTBeTCTBHH: «HacTOSIMM s TIOATBEPIKIAL0, YTO [PHBEICHHAS BBIIE MHQOpPMALHs ABJIACTCH
JIOCTOBEPHOM W TOYHOM. DTa Cepus MPOAYKIMH IPOM3BENcHA (BKIOYas YNAKOBKY (MapKHPOBKY) M KOHTPOIb
KayecTBa) Ha BBINICYKA3aHHOW TIPOM3BOJCTBEHHOHM IIIoIMaAke (IUIOIIAAKaX) B IIOJHOM COOTBETCTBHH C
Tpe6oBanusMu [IpaBui Hajsexaieil IpOM3BOACTBEHHON NpakTHKH EBpasuicKOro 3KOHOMHYECKOTO Ccoro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsi6pst 2022) u TpeGOBaHUAMH KOHTPOJIS KaYeCTBa JIEKAPCTBEHHBIX CPEJICTB,
a TaK)Xe B COOTBETCTBUH CO CHENU(PUKALHUIMH, COIEPKAIMUMHUC B PETHCTPALIMOHHOM JOChE CTPaHBI-UMIIOPTEpPA.
3amucH 10 MPOU3BOACTBY, YIIAKOBKE M aHATH3Y IPOBEPEHBI, B YCTAHOBIIEHO UX COOTBETCTBHE TpeboBanuaM [ Ipasui
HaJJIeXAIeH MPOH3BOACTBEHHOM MPaKTUKU EBpasuiicKOro 3KOHOMHYECKOTIO CO03a».

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

ITpumeyanue: [Tpoaykt cooTBeTcTBYET TpeboBaHusam HJL 3axmnouyenne: OJJIOBPEHO

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

Ioarorosseno: Ramakant [posepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosonurens
Amit Kumar v

Reprint Date / A\ Reprint Date / Reprint Date / '

Hara: 30.04.2025 Hara: 30.01.2025 HMarta: 30.04.2025

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



