Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS

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

Vill. Khot, Nalagarh Road, Baddi,
Disct. Solan, H.P., 173 205, iNDIA
Tol + +01 85166 56001-02

CEPTHO®UKAT AHAJIH3A

wwwLarieddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Irenpece (keroposax) TabJIeTKH, Aucneprapyemple B NoJocTH pra, 10 mr

Market / Poinox

:Russia / Pocens

Batch No / " Batch Quantity / - 36,00,000 tab /

Cepus Ne e Oo6nem cepun " 36,00,000 Tab

Analytes]l Bepit No/ 040003234321 Date ol.antlysisd o9 19 5993

AHanuTH4ecKHi oTyeT Ne Jlara aHaJn3a _‘

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

Jara nponssojacrsa I'ogen Ko

Mfg. License No. / T

IIpousBoacTBeHHas : MNB/05/263 : . JIII-Ne(004669)-(PT-RU)
Homep PV

JHIeH3ns Ne

-Analysis performed according ND: / Anaiun3 nposeaen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uaerpykuns yreepaaena: 21.04.2025

Page1of11/Crp.1 3 11

0 < :
‘1;.0 Test / [ToxazaTesan Results / PesynbTathi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrabie ruiockue
side. / Kpyrnble niockue Tabnetkn ¢ (ackoi, CBETIO-KEATOro lBeTa C
TabsieTku ¢ (ackoit, ceeTIo- rpaBUPOBKOI «|» Ha OJTHOH CTOPOHE.
HEJITOTO LIBETA C FPaBUPOBKOIL
«I» Ha O[IHOIi CTOPOHE.
2 Identification / MaenTudukauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y-
CMEKTPBI MOTJIOUIEHUS UCTIBITYEMOI'O PacTBOpa 1
pacTBopa CTaHAapTHOro obpasua KeToposaka
TpOMETaMHHa OOJDKHBl HMETb MaKCUMYMbI MPH
OHOI 1 TOI Jxe JuHIIe nonnLl (£ 2 HM).

Remarks : The Product confirms to ND/
IMpumeyanme: [IpoayKT cOOTBETCTBYET TpeboBauusM HJI

Conclusion : APPROVED /
3akmiouenne: OAOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh ITpoeepeno: Pardeep  ||[TpoBepeno (AOK): ||{Onodpeno: ObecneueHne kayecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JTHLO:
P ol " (;J. .
, : P = . 7 a U

- = ‘ / | \ "7""‘/ /

Date / Date / Date / Date /
& e i

Hara: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025 Jlara: (}/ i i el

Registared Office: §-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, felangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ‘.‘.

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tal - +071 98166 56001-02

CEPTHPUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopoa® Jkenpece (keroposak) rabuerkn, ucneprapyemsle B MoocTH pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / ~36,00,000 tab /

Cepus Ne i O6bem cepuH © 36,00,000 Tab

Analytical Repoz‘t No / . 040003234321 Date of Analysis / . 97122025
AHanuTHYecKHH oTuer Ne Jara anaauza

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

Jlara npoH3BoACTBA I'open 1o

Mfg, License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)

JHUEeH3ud Ne

Homep PY

Analysis performed according ND: / Ananu3s uposenen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuns visepxiaena: 21.04.2025

Page2 of 11/ Crp. 2 m3 11

No

No Test / IlToka3aTennb

Results / PesyabTaTtsl

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 ymepXHBaHHUS OCHOBHOI'O [HMKa Ha

XpoMaTorpaMme HCTIITYEMOTO pacTBopa
JODKHO COOTBETCTBOBATh BpEMEHU
YIEp)KUBAHUA OCHOBHOTO MKa Ha
XpoMatorpaMMe — pacTBOpa  CTaHOapTHOTO

obpa3ua KeToponaka TpoMeTaMMHa (pasneln
«KonnyecTBeHHOE OnpeNeNieHUe).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [IpomykT cooTBeTCTBYET TpeboBaHuaM HJJ 3akaruenue: OJJOBPEHO
Prepared by/ Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoaroTosneno: Pravesh [Iposepeno: Pardeep  ||I[Iposepeto (AOK): [|Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar A JIMLIO: 7 LOVD /
/ = "I’\‘ = - ( \)i’ o
£ f /
Date / Date / Date / Date / ) <1210 Z/S//
Hara: 27.12.2025 JaTa: 27.12.2025 Jlara: 27.12.2025 Hara: o " '

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 ".

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

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

CERTIFICATE OF ANALYSIS "7 "ol c’conn. o)

CEPTHOHKAT AHAJIM3A

o SCVY

www.drreddys.coim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ponykr: Keropoa® Jxenpece (keroposak) tabierku, AHCHEprupyemMsie B HoJocTH pra, 10 mr

Market / Prinox

:Russia / Poccus

Batch No / ‘ Batch Quantity / ~36,00,000 tab /

Cepus Ne PR RS O6bem cepun " 36,00,000 Tab

Analytical Repourt No / . 040003234321 Date of Analysis / . 27122025

AHnanurHYeckuii oTuer Ne Jara ananusa

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

Jarta npoH3BOACTBa T'ogen no

Mfg. License No. / MA number: /

I[MpoussodcTBeHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PT'-RU)
Homep PY

Junen3ns Ne

Analysis performed according ND: / Ananus nposexen mo H/: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mnerpykuus yreepaaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

| No
Ne

Test / [loka3aTenab

Results / PesyabTaTel

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

Complies / CooTBETCTBYET

The retention times of 2-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 yIepPKHUBAHUS IIHKOB 2-
Oy TUIrMIPOKCHAHU30JIa 5 3-
OYTUITHAPOKCHaHH30Jla Ha XpoMarorpamme
HCIILITYEMOro pacTtBopa JOJDKHBI
COOTBETCTBOBaTh  BpEMEHaM  YHEpXKHBaHHA
MTHKOB 2-6y THITHAPOKCHAHU30JIA u 3
OYTUITMAPOKCHAHUIONA Ha  XpomarorpaMmme
pacTBopa CT@HJapTHOTO obpasua
OyrunrinpoxcuaHizona (pazgen «ConepxaHue
OYTHArMIPOKCHAHU301ay).

Remarks : The Product confirms to ND/

Ipumeuyanue: [TponykT cooTBeTCTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akmiouenune: OJOBPEHO

Prepared by /

[Toprotopneno: Pravesh

Checked by /

Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Tposepeno: Pardeep  ||[Tposepeno (AOK):  ||Onobpeno: OﬁeCﬂe‘[C%‘lCCTBZI(OTBCTCTBCHHOB

R / Kumar Amit K STHI0: o
ana / m ci/ mi nmmf n ni j /o C‘J,
/- - K= - ? i
[
Date / Date / Date / Date / )
T by P
JHara: 27.12.2025 Jara: 27.12.2025 Hara: 27.12.2025 Hara: ¥ B

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: L853195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +21 9516€ 56001-02

CEPTUD®UKAT AHAJIN3A

www.drreddys.com

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

IIpoaykr: Keropoa® Jxcnpece (keropoaak) rabierkn, Aucneprupyemsie B nojgocru pra, 10 mr
Market / Poinox :Russia / Poccus

Batch No / i Batch Quantity / ~36,00,000 tab /
Cepus Ne ¥ Vaquae O0nem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003234321 Date of Analysis / . 9712.2025
AHanuTHYeCKHH oTyeT No Jara ananusza

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

Jara npousBoacTsa Topen 10

Mifg. License No. / MA number: /

IIpon3BoacTBenHan . MNB/05/263 : : JIII-Ne(004669)-(PI'-RU)

Homep PY

JIHOeH3Hs1 Ne

Analysis performed according ND: / Anasans nposenen mo H/L: JIII-Ne(004669)-(PT-RU)-190224

PIL version approved: / UucTpyknus yreepxkaena: 21.04.2025

Page4 of 11/ Crp. 4 u3 11

i.:) Test / ITokazaTeinp Results / Pe3yabTaTsl Specification / Hopma
3 Average weight / Cpeausis 70.8 mg/70.8 mMr 672mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr po 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than =+ 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
o ! Ormlty: weig Complies / CooTBeTCTBYET 18/20 Tabnerox — He Oonee £ 10 %;
AHAPOIHOCTE Materl 2/20 TabneTok — He Gonee = 20 %.
4 Disintégration time / 00 min 35 sec / 00 mun 35 cex Not more than 3 min. / He 6onee 3 MuH.
PacnapaemocTnb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101 % Not less than 75 % (Q) of C;sH13NO3*CsH; 1 NO3
. (lwturolus bomwluunine) o 15 wiw, /£ Tle meHce
= = o,
Uiz, Tabk-1 101 % 75 % (Q) CisHisNO3+C4H[1NO3 (xeToponaka
Unit-3 / Ta6n-3 100 % TpOMeTaMUH) uepe3 15 MUH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/
[Tpumeuanne: [TponyxT cooTBeTCTBYET TpeboBaHHAM HJT

Conclusion : APPROVED /
3akmwouyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[TonroTosneno: Pravesh [Iposepeno: Pardeep [|[Iposepeno (AOK): ||Onobpero: Obecneuenne kauecTsa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar | JIALIO: / i O
” { A g & ( -/—\‘\\L P
- Qj/- 3 = \ \ c P
/ = / o N\ '
Date / Date / Date / Date /

Hara: 27.12.2025

Jlata: 27.12.2025

Hara: 27.12.2025

P b M

Jlata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q'.

CERTIFICATE OF ANALYSIS . .

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, iNDIA
+91 98165 56001-02

CEPTUDPUKAT AHAJIN3A

wwww. arreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Drenpece (keroposak) TabjeTku, AHCHEeprHpyeMbie B nmojocTH pra, 10 mr

Market / Prinok :Russia / Poccus

Batch No / i Batch Quantity / ~36,00,000 tab /

Cepus Ne j ¥aatdasd O6bem cepun ©36,00,000 Tab

Analytical Repo:'t No/ . 040003234321 Date of Analysis / . 97.12.2025

Ananurn Yyeckuii otyer Ne Jlara anaam3a

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

Jdara npoHu3BoicTBA I'ogen no

Mfg. License No. / MA number: /

IIponsBoacTeennasn : MNB/05/263 ’ : JITI-Ne(004669)-(PT-RU)
Homep PY

auuensns Ne

Analysis performed according ND: / Ananus nposeaen mo HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyknns yreepxaena: 21.04.2025

PageSof 11/ Crp.Sm3 11

i‘g Test / [lokazarenb Results / Pe3yabTaTthi Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTRYET A uniform suspension passing through a 710 pm
JducnepcHocTh sieve is formed. / O6pasyerca oaHopoaHas
CyCleH3us, TpOXOIslias CKBO3b CHTO C
pa3mepom oTBepcTHii 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-rugpokcuaHanor
KeTopojaka

Below LOQ (LOQ = 0.0032 %)

/ Hwxe npenena

KOJIUYECTBEHHOTO OIPEAEIEHUA

(ITKO = 0.0032 %)

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

1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHaor KeToponaka
unideutilied unpunity / 0.03 % not morc than 0.5 9%; / 110 Goswee 0,5 %s;
eINHUYHas
HEUIEHTUDUIMPOBAHHASA
npuMech
total impurities / 0.1 % not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: I[Mpoaykr coorBeTcTBYET Tpebopanusm HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IloxroTosneno: Pravesh ITposepeno: Pardeep  ||ITposepeno (AOK): [|Onobpeno: Obecneyenne kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar HL0; / . :
s = ‘ « y .) o4 r/
Date / Date / Date / Date / 5 o
Tara: 27.12.2025 Iara: 27.12.2025 Tata: 27.12.2025  ||7ara: 2 AL-"28%

Registered Office: 8-2

=
237,

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.
Fermulation Unit-6

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

CEPTHOUKAT AHAJIU3A

Tel 1 +01 98166 56001-C2

www.drieddys.com

[PT‘oduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Dkcnpece (keTopoaax) Tabuaerku, aucneprupyemsie B nojgocry pra, 10 mr - o]
Market / Poinok :Russia / Poccus ]
Batch No / , Batch Quantity / ~36,00,000 tab /
Cepust Ne AR O0beM cepun " 36,00,000 Tab
Analytical Repourt No / . 040003234321 Date of Analysis / . 27122025
AHaguTH YecKHH oTyeT Ne JlaTa anaanza
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
Hara npousBojcTBa I'open 1o
Mfg. License No. / MA number: /
IIponzsoncTBeHHAst : MNB/05/263 ’ : JITI-Ne(004669)-(PT'-RU)
Homep PY
Junenzust Ne
Analysis performed according ND: / Auanus nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

I;.oo Test / [loxa3aTenn Results / PesyabTaThl Specification / Hopma

8 Water content / 2.1% Not more than 7.0 %. /
Copnepxxkanue BOJbI He 6onee 7,0 %.

9 Residual solvents / OcTaToyHble OpraHn4ecKue pacTBOPUTEH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 4 MKr B TabneTke He 6onee 350 Mxr B Tabnerxe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuyanne: [IpoxykxT cooTBeTCTBYET TpeboBanusim HJ{ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarotosnexo: Pravesh [Iposepeno: Pardeep  |[TIpoepeno (AOK): ||Ono6pero: Obecnedenue kauecTsa/OTBETCTBEHHOE
Rana : Kumar Amit Kumar THLO: e 1o )

1 | A~ (14—

A - (e (Y ~

]

Date / Date / Date / Date / ‘ —
Jlara: 27.12.2025 Jlata: 27.122025  ||fara: 27.122025 || ata: A28

Registered Office: $-2-337, Road No. 3, Benjara Hiils, Hyderabad - 500034, Telangana, lindia
Tel: +91 4G 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHPHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel - +91 95166 56001-02
wwwdrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dkenpece (keTopoaak) TabaeTks, AHCHeprupyembie B MOJOCTH pra, 10 mr ’ |

Market / Poinok :Russia / Poccus ]

Batch No / . Batch Quantity / ~36,00,000 tab /

Cepusn Ne pRE Oo6bem cepun " 36,00,000 Tab ]

Analytical Repo:'t No/ - 040003234321 Date of Analysis / . 27.12.2025

AHanuTHyecKHi oTyer Ne Jara anananza

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

JlaTa npoH3BOACTBA Togen xo

Mfg. License No. / MA number: /

IIponzBoacTBeHHAR : MNB/05/263 ' . JIII-Ne(004669)-(PT-RU)
Homep PY

JHIen3nsA Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuns yisepaiaena: 21.04.2025

Page 7 of 11/ Crtp. 7 n3 11

i.g Test / Iloxa3arens Results / PesyabTaThbl Specification / Hopma
10 Microbiological purity*/ Mukpo6uosornyeckas yucrora*®
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob1ee 41co He 6onee 10° KOE/r;
a3poOHBIX MUKpO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10° CFU/g; /
mold count / o61iee yncno He 6onee 10° KOE/r;
JPOXCKEBBIX H IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBHE B 1 T
11 Uniformity of dosage units / 44 Acceptance value (4V) not more than 15.0
OaHOpPOAHOCTH ITokazaTtens npuemnemocty (4V) nomxeH ObITh
[03MPOBAHHDBIX €AHHHULL He bonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: I[IpoaykT cooTBeTcTBYET TpeboBanusm HJI 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
INoarorosneno: Pravesh [Mposepeno: Pardeep  ||[Iposepeno (AOK): ||Onobpeto: ObecneyeHue kauectsa/OTBETCTBEHHOE
Rana 4 Kumar Amit Kumar THLO: ) iy
Z 01/‘ R~ ( ,c_}_(,kll
o N~~~ \ DN
Date / Date / Datcf Date / o
g 14— 2048
JHara: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025 Jara: 2971 28

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

CIN: L85195AP1584PLCO04507
www.drreddys.com



Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUHOHUKAT AHAJIM3A

Tel  +21 38166 56001-02

www.arreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropon®™ 3kcupece (keroposiak) Tabierki, AucHepriapyemble B M0J0CTH pTa, 10 mr

Market / Peinok

‘Russia / Poccus

Batch No / , Batch Quantity / . 36,00,000 tab /

Cepus Ne 8 V250043 O6bem cepuu ©36,00,000 Tab

Analytical Repourt No/ . 040003234321 Date of Analysis / . 27122025

AHajauTH4eckHii oTueT Ne Jara anaau3a

Date of Manufacture / . 12/2025 Date of Expiry / 112027

JaTa npon3BoacTBa I'open 1o

Mifg. License No. / MA siumbers: /

IIpousBoAcTBeHHAN : MNB/05/263 ' : JII-Ne(004669)-(PT-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND: / Auanu3s npoBenen mo HJ: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mpcrpyxkuns yreepagena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

I;Iq‘:) Test / IToka3zaTennb Results / PesyasTaThl Specification / Hopma
12 Assay / KonnyecTBeHHOE 10.1 mg/ 10.1 mr From 9.0 mg to 11.0 mg of
onpejesieHue (100.9 %) CisHisNO3*C4H1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 Mr
C15H13NO3'C4H11N03 (KeTOPOJ'laKa
TpometammuH) (ot 90,0 no 1100 % ot
3asBJIEHHOTO KONM4eCTBa) B TabneTke.
13 Butylhydroxyanisole 0.0926 mg/tab / Not less than 0.042 mg/tab. /
content / ConpepxaHue 0.0926 mr B Tabnetke He menee 0,042 mr B TabneTke.
Oy THITHAPOKCHAHH30J1a

Remarks : The Product confirms to ND/

IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeOoranusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[oxaroroeneno: Pravesh [Tposepeno: Pardeep  ||{[TIposepero (AOK): ||Onobpeno: Obecneyenue xayectBa/OTBETCTBEHHOE
Rana Kumar Amit Knmar JTHLO; ﬂ g \UGLD
J A / \ i [/7r\ /
5, - .’l / ¢ 1
Date / Date / Date / Date / . ~ g
Hara: 27.12.2025 Jara: 27.12.2025 Jlara: 27.12.2025 Jara: 2% i Qi

Registered Office: 8-2-337,

Road No. 3, Bznjara 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.
Farmulation Unit-6

Vill. khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +#91 98158 56001-02

CEPTHO®HUKAT AHAJIM3A

W drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Kervopon™ Ixcnpece (keropoaak) TabieTku, Aucneprupyemsie B NoJocTH pra, 10 mr

Market / Poinok :Russia / Poccus 7

Batch No / _ Batch Quantity / . 36,00,000 tab /

Cepus Ne  W2302407 O0nem cepun ©36,00,000 Tab -

Analytical Repovrt No/ - 040003234321 Date of Analysis / . 9712.2025

AHanuTHYeCKHH oTUyeT Ne JlaTa ananusa

Date of Manufacture / - 12/2025 Date of Expiry/ - 1172027

Jiara nponsBoicTsa TopeH 10

Mfg. License No. / KA miinhers £

IIpousBocTBEHHAsI : MNB/05/263 ' . JIII-Ne(004669)-(PT-RU)
Homep PY

snuensust Ne

;Analysis performed according ND: / Ananau3 nposexen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Uaerpyknns yreepaxaena: 21.04.2025
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1}:) Test / ITokazaTenb Results / Pe3yabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ymakoBKu (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6muctepe uz  (ITA/AJUTID ¢
BnaronornotuteneM/I13BIT)
donbru // (113/AJT) donsru. Ilo
2 fnuctepa BMeCTE C JIMCTKOM-
BKJTAAbIIIIEM B nayky
KapTOHHYHO.

blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnerok B Onuctepe u3
(TIA/AJV/IID ¢ Bnaronornotutesiem/[I3BIT)
donabru // (I1D/AJ1) donsrn. [Mo 1 wim 2
OnucTepa BMECTE C JIMCTKOM-BKJIA[bILIEM B
Ma4yKy KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20) hatches or one batch per year whichever is more.
* [Ipu BbInyCKe J1eKapCTBEHHOI 0 NpenapaTa KOHTPOJIb KayecTBa Nno nokasarenio «VIMKpoSHOA0IHyecKas
YHCTOTA» NPOBOANTCS QA Kaxkaoii 20-0if cepuu, MM AUIst OAHON CepHM B o, B 3aBUCHMOCTH OT TOr0, YTO

HACTYIIUT paHbLUE,

Remarks : The Product confirms to ND/
IIpumeuanme: IIpoaykT cooTBeTCTBYET TpeboBaHUsIM H/I

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITonrorosneHo: Pravesh [Tposepeno: Pardeep ||[Tposepeno (AOK): [|Omobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana / Kumar OI} Amit Kumar JIALO: (‘) L,U’D
A A G
2 o A s L (ZY e
Date / Date / Date / ' Date / e dA
TaTa: 27.12.2025 Jlata: 27.12.2025 Mara: 27.12.2025 Hara: 7/% 1712 l(

Registered Office: 8-2-337,

Road No. 3, Banjata Hills, Hyderabad - 500034, Telangana, India
Tel: +91 46 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, Malagarh Road, Baddi,
Distt. Soiain, H.P, 173 205, INDIA
Tel - +91 957166 56001-02

CEPTH®UKAT AHAJIM3A

s rreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropos® Jxcnpece (keToposrak) tabaeTkH, AHCHEPrHpyeMbIe B OJIOCTH pTa, 10 Mr - B
Market / Prinox :Russia / Poccus
Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepns Ne EWES02A4 O0neM cepuH " 36,00,000 Tab
Analytical Repourt No/ . 040003234321 Date of Analysis / . 27122025
Anagurudeckuii oryet Ne JlaTa aHanu3a
Date of Manufacture / - 12/2025 Date of Expiry / . 112027
Jara npoM3BOACTBA T'ogen no
Mifg. License No. / .
T —— - MNB/05/263 MA number: / . JIM-Ne(004669)~(PT-RU)
Homep PY
JInneH3us Ne |
Analysis performed according ND: / Ananu3 nposeaen mo H/: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTtpyknus yreep:xaena: 21.04.2025 -
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API name / HaumenoBanue ADC:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepuu nponspoauteasa APC:

ABSHO001415, ABSH001415

FP Manufacturer API Batch number /
Homep cepun cy6cTAHIHH NPOH3BOANTEIS
Jid:

FESA00171, FESA00217

API Manufactured by & country /
IIpouszeoautensy ADPC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc Jita., Uunus

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

HaumenoBaHHe, agpec, JHICH3HA IS
IIpouszBoacTBeHHasn Miaowmanka / Ilnomanka
KOHTpoJs KadecTsa / Ilnomanka Buimycka |

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Peanu’c Jlaboparopuc Jita., Uuous, [IponssoacreenHoe
noapaszaenenue-6, Bumn. Kxons, Hanarapx Poyn, bannu, Jluctpukr
Conan, X.I1., 173205, Uaaus (nuuensus 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 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».

Remarks : The Product confirms to ND/
[Tpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBaHmsaM HJI

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarotosnexo: Pravesh IMposepeno: Pardeep  |[[Tposepero (AOK):  [|OnoGpero: Obecneuenne kagectBa/OTBETCTBEHHOE
Rana A Kumar Amit Kumar TTHLO! P \ ol

/ ' A L ar

y' =] B radd
Date / Date / Date / B Date / : ;
¢ : ar 3 & 2

Jara: 27.12.2025 Hara; 27.12.2025 Hara: 27.12.2025 Hara: 2 ﬂ 'L L 5

Registered Office: §-2-337, Road No. 3, Benjarz Hills, Hyderabad - 500034, Izlanigana, India
Tel: +91 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, A.P., 173 205, iNDIA
Tel - +01 98166 56001-02
www.drreddys.com

Dr.Reddy’s Q,‘.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : ‘Ketorol Express (ketorolac) OralEI Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Skenpece (keToposiak) TabsieTky, qucneprupyembie B H0JI0CTH pTa, 10 mr
Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~36,00,000 tab/
Cepus Ne i Yeateed O6bem cepun " 36,00,000 Tab
Analytical Repo:‘t No/ - 040003234321 Date of Analysis / . 2712.2025
AHajuTH YeCKHH oTyeT No JlaTa anaausa
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JlaTa npo M3BOACTBA I'onen o
Mfg. License No. / MA number: /
I pousBoacTBEHHAS : MNB/05/263 ) ;. JIII-Ne(004669)-(PT-RU)
Homep PY
| IMnensusy Ne

| Analysis performed according ND: / Ananu3s nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreepxaeHa: 21.04.2025

Page 11 of 11/ Ctp. 11 u3 11
3axkimoyeHse 0 cooTBeTcTBUH: «HacTosuum s moATBEpKIal0, YTO IPHBECHHAs BbIIe HHQOPMALIUS SIBIISETCS
IJOCTOBEpPHOM M TOYHOM. DTa cepus NMPOAYKIMH IIpou3BeaeHa (BKIIOYas YMaKOBKY (MapKHPOBKY) M KOHTPOJIb
KauecTBa) Ha BBIIICYKa3aHHOM IIPOM3BOACTBEHHOM IIomaAke (IUIOMIAAKax) B IIONTHOM COOTBETCTBHH C
TpeboBanusaMu IlpaBun Hamnexamieidl NpOU3BOACTBEHHOM IMPAKTHKHA EBpasHiicKOr0 3KOHOMHUYECKOTO COK3a H
TpeOOBaHUAMH KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEJCTB, a TakKe B COOTBETCTBUM €O creuuUKaIusIMH,
COZIEPXKALIUMHCS B PETHCTPAIMOHHOM JOChE CTpaHbI-UMIIOpTEpa. 3allUCH 110 IPOU3BOCTBY, YIIAKOBKE U aHAIU3Y
IIPOBEPEHB], ¥ YCTAaHOBIIEHO UX COOTBETCTIBHE TpeOoBaHusAM [IpaBun Haanmexained mpoU3BOJCTBEHHOM MPAKTHKH
EBpa3uiickoro 3kOHOMHYECKOIO COIO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBaHmsM HJT 3akatouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarorosneHno: Pravesh [Mposepeno: Pardeep  ||[Tposepero (AOK): ||Omobpeno: Obecneyerue kauectBa/OTBETCTBEHHOE
Rana /! Kumar Amit Kur;nat/ A JIHLO: d / 7. 10“ D -

/4 - Jv [J7v -
Date / Date / Date / ' Date / -

X « - A 3A

Tara: 27.12.2025 Tara: 27.12.2025 Tara: 27.12.2025  ||Mara: A2

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 50003+, Telangann, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.com



