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

CEPTUDPUKAT AHAJIM3A

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

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

ITponyxrt: Keropon® Dkcnpecc (keToposiak) Ta6aeTkH, AHCHeprapyemMbie B NOJI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / V2501010 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepuu 3600000 Tab
Analytical Repo:f No/ . 040002943979 Date of Analysis / . 27.05.2025
AHanuTHuecknii oTyer No Jdara ananuza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

' JlaTta npoH3BoACTBA | I'onen a0
Mfg. License No. / . .
IpousBoacTBeHHas : MNB/05/263 I numibier f ; -N(004669)-(PT -

Homep PY RU)

JHIeH3Hst Ne

Analysis performed according ND: / Ananu3s nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Pagel of 9/Crp. 1 u39

No
Ne

Test / IToxazaTennb

Results / Pe3yabTaTsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisle nnockue
Tabnerku ¢ packoit, cBeTIO-
XKEJITOTO L(BETA C TPaBUPOBKOIA
«l» Ha ogHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
mwiockue Tabnetkd ¢ (ackoil, cBetno-
XKENTOro IBeTa C rpaBHPOBKON «l» Ha
OIIHOM CTOpOHE.

2 Identification / UaenTuduxauus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpbl NOMIOMIEHUs
HCIIBITYEMOTO pacTBOpa W pacTBopa
cTaHgapTHOro obpasua  KeTopoJsaka
TPOMETaMHHa JOJIXKHBI HUMeTb
MaKCUMYMBbI IPH OJHOH M TOMH XKe IUIHHE
BOJIHBI (+ 2 HM).

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

ITpumeuanue: IIpoaykr cooTBercTByeT TpeboBanusM HJI 3axmouenne: OJJOBPEHO

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

[MoaroroeneHo: Ramakant IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurens
W P Amit Kumar &

>l e ,/\// ‘
Reprint Date / ‘ Reprint Date / Reprint Date / )
Hara: 27.05.2025 Jata: 27.05.2025 Hara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 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

CEPTUOPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (keTopoJak) TabaeTkH, JucneprupyemMsie B moJocTu pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / - V2501010 Batch Quantity / : 3600000 tab /

Cepns Ne O6bem cepun 3600000 Tab

Analytical Repo:’t No/ - 040002943979 Date of Analysis / . 27.05.2025

AHaJIHTHYEeCKHH oTueT No JlaTa anam3a

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

Jara npounsBoacTea Tomen o

Mfg. License No. / .

IIpousBoacTBenHan . MNB/05/263 DE TR ¢ . A= 2665)-gP1 -
Homep PY RU)

nunmen3us Ne

Analysis performed according ND: / Auanu3 nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page2of 9/Crp.2 139

No

Test / [Toxa3aTenan
Ne

Results / PesyabTaThbl

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 ymepxuBaHUs
OCHOBHOTO IMKa Ha XpoMaTorpamme
HCIIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAHUA
OCHOBHOI0 [MHKa Ha XpoMaTorpamme
pacTBopa CTaHAAapPTHOTO obpasua
KeToponaka  TpoMeTamMHa  (pazien
«KonuecTBeHHOE ONpeneIeHHER).

Remarks: The Product conforms to ND/
ITpumeyuanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneso: Ramakant

&t

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurenb

Amit Kumar /4~/
N

Reprint Date / 1
Hara: 27.05.2025

Reprint Date /

Jara: 27.05.2025

Reprint Date /
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: L85195AP1284PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

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

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS " o0 o

CEPTH®UKAT AHAJIMBA i cdavs com

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Dkcnpecce (keToposak) TabjeTkH, AMcneprupyembie B 10J0CTH pTa, 10 Mr

Market / Poinox

:Russia / Poccus

Batch No / - V2501010 Batch Quantity / 3600000 tab /

Cepus Ne ' O0bem cepuu " 3600000 Tab

Analytical Repovrt No/ . 040002943979 Date of Analysis / . 97.05.2025

AHanuTHYeCKHH oTUyeT Ne JlaTa ananuza

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

MaTa npousBojacTBa ] I'onen no

Mfg. License No. / . o

IlpousBoAcTBeHHAs : MNB/05/263 AL nunfiess J . J-Ne(004669)-(PT -
Homep PY RU)

JauneH3ust Ne

'Analysis performed according ND:

/ Apanm3 npoBegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page3 of 9/ Crp.3 u3 9

i.‘? Test / Iloka3aTennb Results / PesyabTaThi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzuopoxcuanuszon 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
YAepXUBAHHUS TIMKOB
2-6yTHNrHAPOKCHAHN301a 1
3-6yTUnrHApOoKCHaHU30Na Ha
XpOoMaTorpamMMe HCIBITYEMOTO pacTBOpa
HOJDKHBI  COOTBETCTBOBATh  BPEMEHAM
yIAepXKUBaHHS MHKOB
2-6y THNTHIPOKCHAHU301a 1%
3-6yTUNTUAPOKCHAHH301a Ha
XpoMmarorpaMMme pacTBopa CTaHIAPTHOrO
obpazna 6yTunriuapokcuaHuzona (paszaen
«CogaeprxxaHue
OYTHITHIPOKCHAHK30JIAN ).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusam HJJ 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrororneHo: Ramakant ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonutens
@AM p Amit Kumar N
et wl= A
Reprint Date / Reprint Date / Reprint Date / !
Jara: 27.05.2025 Jara: 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: L85195AP1884PLCO04507
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

CEPTUO®UKAT AHAJIN3A

Tel : +81 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon™ Dxenpece (keroponak) TabaeTKH, AucieprupyeMsie B HoJocTd pra, 10 mr

OaHOPOAHOCTS Macchl

Market / Peinok :Russia / Poccus
Batch No/ . V2501010 Batch Quantity / 3600000 tab /
Cepus N2 ' O6bem cepun " 3600000 Tab
Analytical Repog~t No/ . 040002943979 Date of Analysis / . 97.05.2025
AHaJJHTHYeCKHif oTdeT No Jlata anann3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jata npousBoacTBa Toagen no
Mfg. License No. / . o
IlpoussoAcTBeHHAs : MNB/05/263 LA nimbees g SI=Ne({i0d06H)-(ET
Homep PY RU)
Jauuen3us Ne
Analysis performed according ND: / Anaiu3s nposeaen o HJI: JITI-Ne(004669)-(PT'-RU)-190224
- Page4of 9/ Crp. 4 u3 9
ﬁ.g Test / IloxasaTean Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansist 69.9 mg / 69.9 mMr 67.2 mg to 72.8 mg (70.0 mg £+ 4.0 %). /
mMacca . Ot 67,2 mr po 72,8 mr (70,0 Mr + 4,0 %).
Complies / CoOoTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He O6onee = 10 %;
2/20 Tabnetox — He 6onee + 20 %.

4 Disintegration time /

00 min 19 sec / 00 muH 19 cex

Not more than 3 min. / He 6onee 3 Mun.

ITpumeuanue: IlpogykT cooTBeTcTBYeT TpeboBanusM HJI

PacnagaemocTtnb
5 Dissolution / PacTrBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. Ci15sH;3NO3*C4H [ 1NO; (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 94 % 75 % (9)) CisH13NO3+C4H11NO3
] (xeToponaka TpoOMeTaMHH) yepe3 15 MuH.
Unit-4 / Tabn-4 93 %
Unit-5 / Tabn-5 98 %
Unil 6 / Tubu 6 0g 9%
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3axmouenne: OJOBPEHO

Prepared by /
ITonroroeneno: Ramakant

Checked by /
IIposepeHo: Pardeep Kumar

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

Amit Kumar /\ A
o
,'/ il

Adud
Reprint Date / g

Jara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
JHara: 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




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

CEPTUPHUKAT AHAJIN3A

Tel : +21 28166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxcnpece (keTopoJ1ak) TabaeTKH, IHcneprupyemsie B M0JOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No/ . V2501010 Batch Quantity / 3600000 tab /

Cepus N2 : O6Bem cepun " 3600000 Ta6

Analytical RepO}‘t No/ - 040002943979 Date of Analysis / . 97052025

AnanuTHYecKHii oTuer No JlaTa ananu3sa

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

Jara npousBoacTea Ioxen g0

Mfg. License No. / . .

ITpouszBoacTBeHHAast : MNB/05/263 BIA, MU | : JITI-Ne(004669)-(PT-
Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Anasuz nposeaen mo H/I; JITI-Ne(004669)-(PT-RU)-190224

Page 50f 9/ Crp. Suz 9

HAucnepcHocTb

i:) Test / [Toka3zaTenn Results / Pe3ynbTaThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pazyercs
ONHOpOHHAsA CYCIEH3MA, MpOXOoIsiLas
CKBO3b CHUTO C pa3MepoM OTBEpCTHi
710 MKM.

7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-ruapoxcuaHanor
KeTopoJiaka

Below LOQ (LOQ =0.032 %) /
Hmxe npenena kOJM4eCTBEHHOTO
omnpenenenus (ITKO = 0.032 %)

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

1-keto analog of ketorolac /
1-keToaHanor KETOpPOIAKA

0.04%

not more than 0.8 %; / He 6o.ee 0,8 Y,

unidentified impurity /
€AUHHYHas
HEUJEHTUPUIUPOBAHHAS
NpUMeECh

0.01%

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

total impurities /
CyMMa npumece

0.1%

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

8 Water content /
Copepaxanue BOAbI

2.4 %

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

Remarks: The Product conforms to ND/

ITpumetuanue: IIpogykr coorBeTcTBYeT Tpeboranuam HJ|

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
INoxroroeieno: Ramakant

Qi

Checked by /
IMpoeepeHo: Pardeep Kumar

=L o

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosonuren
Amit Kumar -

N

Reprint Date /
Hata: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

Tel : +21 28166 56001-02
www.drreddys.com

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

ITpoaykr : Ketopoa® Jxenpecc (keroposak) taliaeTk, AHCHEPIHPYEMbIe B OJOCTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No/ . V2501010 Batch Quantity / 3600000 tab /

Cepus N2 ' O6beM cepun " 3600000 Ta6

Analytical Repourt No/ . 040002943979 Date of Analysis / . 97.05.2025

AHaquTHYecKHii oTyer Ne Jarta ananusza

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

JaTa nponssoacrea T'onen no

Mifg. License No. / .

IlpousBoAcTBEHHAS : MNB/05/263 MA mumibers g SIUENE(00AG6T)-(F T
Homep PY RU)

JIHIEH3H A Ne

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

- Page 6 of 9/ Cip. 6 u3 9
i? Test / IlokasaTean Results / Pe3yabTaTsl Specification / Hopma
9- Residual solvents / OcTaTo4yHble OpraHuYecKHe pacTBOPUTETH
Isopropyl alcohol / 5 pgftab / Not more than 350 pg/tab. /
H3omnponaxon 5 MKr B Tabnetke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6uoJiornueckasi yucrora*

Total Aerobic Microbial
Count / ob1ee 4ucio

not more than 103 CFU/g; /
He 6onee 10° KOE/T;

OQHOpPOOHOCTH
JNO3HMPOBAHHBIX eJUHHIY

NA
a3p0OHBIX MUKPO-
OPraHU3MOR
Total Combined Yeast and not more than 102 CFU/g; /
mold count / ob1uee yucio NA He 6onee 102 KOE/r;
JPONOKEBBIX U IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1 T.
11 Uniformity of dosage units / 3.1 Acceptance value (4V) not more than

15.0 Tloka3atens npuemnemMoctu (AV)
JomkeH ObITh He 6outee 15,0.

Remarks: The Product conforms to ND/

ITpumeyanue: I1pogykr cootBercTByeT TpeboBatmam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

Checked by /
IIpoeepeno: Pardeep Kumar

o -

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBonutens

Amit Kumar R
N2

Qe
Reprint Date / :

Hara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
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: 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

CEPTUPUKAT AHAJIM3A

Tel : 421 28166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keToposak) TabiieTKH, JHCIEprUpyemMble B OJI0CTH pra, 10 Mr

Market / Poinox :Russia / Poccus

Batch No/ . V2501010 Batch Quantity / 3600000 tab /

Cepus N2 : O0bem cepuu " 3600000 Tab

Analytical Repourt No/ . 040002943979 Date of Analysis / . 27.05.2025

AHaanTHyeckuil oTuyer Ne JlaTa anaJimsa

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

Jarta nponsBoacrea - T'onen no -

Mfg. License No. / .

IIpousBoAcTBEHHAS : MNB/05/263 BLA. rumbeye / y SENE{{04662) (L -
Homep PY RU)

auneHsus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 70f9/Crp. 713 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nuctepe w3 (IIA/AJVIID ¢
Bnaronorjotutenem/I15BIT)
¢onbru // (I19/AJ1) donsru. Io
2 bnucrepa BMECTE C JHCTKOM-
BKJIaBIIIEM B mayky
KapTOHHYIO.

.1:.? Test / [TokazaTennb Results / Pesysibrarbl Specification / Hopma
12 | Assay/ KonuvecrBeHHoOE 10.0 mg/ 10.0 mr From 9.0mg to 11.0 mg of
onpejaeseHue (100.0 %) CisH13NO3+C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr go
1 1,0 mr C15H13N03'C4H1 1N03
(xeroponaka TpometramuH) (oT 90,0 mo
110,0 % oT 3asBNEHHOr0 KOJIW4YECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxxaHune 0.0962 mr B TabneTke He menee 0,042 mr B TabneTke.
Oy TMNTHAPOKCHAHH3O0JIA
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne ynakoBKH (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 ITA/AJITTID c
praronorgoruteneM/[13BIT) ¢onbru //
(I13/AJ1) domeru. IMo 1 unm 2 6nucrepa
BMECTE C JINCTKOM-BKJIAJBIIIEM B IAUKY
KapTOHHYIO.

Remarks: The Product conforms to ND/

ITpumeuanue: IlponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Ramakant

st

Checked by /
IIposepeno: Pardeep Kumar

L —

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

Amit Kumar A
e

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
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: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

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

i J , INDIA
CERTIFICATE OF ANALYSI§ DSt S0kan 1P, 173 205

oA oy Tel : #4581 $8166 56001-02
CEPTHOHUKAT AHAJIH3A wwwidrreddys.com

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

IIpoayxr: Keroposn® Ikenpecc (keTropoaax) tafaerku, AUcHeprupyeMble B M0JI0c¢TH pra, 10 mr

Market / Poinok :Russia / Poccus -

Batch No/ . V2501010 Batch Quantity / 3600000 tab /

Cepusn Ne ' Oo0beM cepun " 3600000 Tab

Analytical Repo:'t No/ . 040002943979 Date of Analysis / . 97.05.2025

AnanuTHavecknii oTyeT Ne Jarta aHajauza

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

Jara nponsBoacTsa T'onen a0 R

Mfg. License No. / . o

IlpousBoncTBennas : MNB/05/263 DX, nwmlsers; / y JI-Ne(D4669)-(PLs
Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Ananu3 nposeaed mo H: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 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,

* I1pu BhINyCKe J1eKapCTBEHHOr0 MpenapaTa KOHTPOJIb Ka4ecTBa Mo noka3areio «Viukpoouosoruueckas
YUCTOTa» MPOBOAMTCS A Kaxaoi 20-0ii cepuu, mim ANsi OAHOM CePHH B roji, B 3aBUCUMOCTH OT TOr0, 4TO
HACTYIMT paHblie.

API name / HaumenoBanue ADC: Ketorolac tromethamine / Keroponaka TpomMeTaMHH

INN / MHH: Ketorolac / KeToposak .
API manufacturer batch number / ABSHO001016

Homep cepun npoussoaurtens APC:

FP Manufacturer API Batch number /

Homep cepu cyGcTAHIMH NPOH3BOAHTENS FESA00165

IJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IlpousBogutens APC, crpana: J-p Pennu'c Jlabopatopuc 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) /

HaumMenoBanue, aapec, TUIEH3HA N5 J-p Pennu’c Jlaboparopuc Jlta., Uuaus, [IpoussoacreenHoe
IIpousBoacTBenHasn mwiomanka / Ilnomagka nonpaznenenue-6, Bumn. Kxons, Hanarapx Poyn, banau, {uctpukr
KOHTPpoJI KadecTBa / Ilnomaaka Beimycka Conan, X.I1., 173205, Unpus (uuensus 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 /

ITpumeyanue: ITpoaykT coorseTcTBYET TpeboBanusam HJI 3akmouenne: OJOBPEHO

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

[ToarorosneHo: Ramakant ITpoeepeno: Pardeep Kumar | Onobpeno: Meunemxkep / PykoBoauTesn

’ Amit Kumar o\

| > /\//

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: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys.com



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
www.drreddys.com

. Q%
Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

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

ITponykr: Keropon® Dxenpece (keToposak) TabaeTkH, Aincinepriapyemple B HoJocT pra, 10 mr o
Market / Prinox :Russia / Poccus
Batch No/ . V2501010 Batch Quantity / 3600000 tab /
Cepus N2 ] Oo0bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002943979 Date of Analysis / . 97.05.2025
AnamuTvieckuii oTyer No Jara anaansa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npoussoicTsa I'ogen no - )
Mifg. License No. / . o
Ipou3sBoAcTBeHAAs : MNB/05/263 A umbe; f y STH-NE(OO555)-(FD-
) Homep PY RU)
Jnnensus Ne
Analysis performed according ND: / Ananu3z npoeesen mo HJL: 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».

3aki4eHHe 0 cOOTBeTCTBHHU: «HacTosmuM 1 MOOTBEpXKIAl0, UTO TPUBEICHHAS BHINIE HHPOPMAITUS SBJIICTCS
JTOCTOBEPHOH M TOYHOH. DTa cepHs NMPOIYKIIMM MPOU3BEJeHa (BKIIOYAs YIAKOBKY (MapKHpPOBKY) M KOHTPOJE
KadecTBa) Ha BHIIICYKa3aHHOW MPOM3BOACTBEHHOM IUIOMaaKe (IUIOINAaJKaX) B IIOJTHOM COOTBETCTBHH C
TpeboBauuaMu [IpaBun Hamiexaieil MPOU3BOACTBEHHOM MpakTHKU EBpa3suilcKoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHUSAMH KOHTPOJISI KAYeCTBa JIEKapCTBEHHBIX CPEACTB,
a TaK)Xe B COOTBETCTBUH CO CHEUH(PUKALMIMHU, COACPKAIUMHUCS B PETHCTPAIIMOHHOM JIOChE CTPaHBI-UMIIOpTepa.
3anucu 1o NpOU3BO/ICTBY, YIIAKOBKE U aHATIH3Y IPOBEPEHEI, M YCTAHOBJICHO MX COOTBETCTBHE TpeboBanmsM [IpaBun
HaJUTeXaIe# MPOU3BOACTBEHHON MpakTHKK EBpa3uiickoro 3kOHOMUYECKOTO COK03ay.

Remarks: The Product conforms to ND/
ITpumeuanye: IIponykt coorBeTcTBYeT Tpeboranusam HJI

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by /
IMoarorosieno: Ramakant

IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBogurens

Amit Kumar A
AN

) Reprint Date /

Reprint Date / '
Jara: 27.05.2025

Jara: 27.05.2025

Reprint Date / Y
Hara: 27.05.2025

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