Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

Tei: +91 92166 56001-02

CEPTUO®UKAT AHAJTU3A www.drreddys.coim
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ' o i
IIpoaykr: Keropon® Ikenpece (keTopoJiak) Tab/IeTKH, AHCIEPrEpyeMble B MOJIOCTH pTa, 10 Mr
Market / PhlHoK ‘Russia / Poccust
Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepua Ne w¥202200 O6beM cepuH " 36,00,000 Tab ]
Analytical Repo:‘t No/ . 890001848432 Date of Analysis / . 97112025
AnamuTuyeckni oTyer Ne JaTa anajau3a
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027
Jata npom3BoacTBa Togen po
Mfg. License No. / MA number: /
IIpouszBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Homep PY
nunenzusa Ne .
Analysis performed according ND: / Ananau3 nposeaen no H/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuns yreepaaena: 21.04.2025

Page1lof11/Crp.1 311

No 8 +

No Test / [TokazaTenn Results / PesynbTaTsl Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrnble miockue
side. / Kpyrible nnockue TabneTku ¢ ¢ackoi, CBETIO-KENTOro IlBera C
TabneTku ¢ packoii, ceeTio- rpaBHPOBKOM «» Ha OZXHOI CTOPOHE.
XKEJTOTO LBETA C FPaBHPOBKOM
«l» Ha OHOM CTOpOHe.

2 Identification / UnenTuduxauus

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-
CIIEKTPbI MOTJIOEHUS HCTIBITYEMOI'O PacTBOpa U
pacTBopa cTaHaapTHoro obpa3ua KeToponaka
TPOMETAaMHWHA JOJDKHBI MMETh MaKCUMYMBbI fIpH
OAHOM W TOM K€ JUIMHE BOMHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBaHuaM HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonroroesnero: Shivani [Tposepeno: Pravesh  [{[Tposepeno (AOK): [|Onobpeno: Obecneyenie kauecTsa/OTBETCTBEHHOE
Rana 2 Amit Kumar JIULO: , 4
by { - o
Date / Date / Date / Date / )/g ) O
Hara: 27.11.2025 Hara: 27.11.2025 Jlata- 27 11 2025 Jlara: ;

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 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

T Q1 QQTAE TEONT 0D
3 98100 SUVULULE

i
1c

CEPTUDPUKAT AHAJIU3A

wyvw.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Jxenpece (keroponak) rabierk, Aucneprapyemblie B HoJ10¢TH pra, 10 mr

Market / Prinok :Russia / Poccus

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

Cepust Ne ) Ob6bem cepuu " 36.00,000 Tab

Analytical RepoIt No/ . 890001848432 Date of Analysis / - 27.11.2025

AHanuTHYeCKHIT oTueT No JlaTa anajauza

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JaTa npou3sBoacTBa Togen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHan : MNB/05/263 ‘ : JIII-Ne(004669)-(PT-RU)
Homep PY

JnneH3us Ne

Analysis performed according ND: / Ananu3 nposenen no H/A: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyknus yreep:xaena: 21.04.2025

Page 2 of 11/ Crp.2 n3 11

No

Test / [Hokazarean
Ne

Results / PesynabTaThl

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 ymepXHBaHHs OCHOBHOIO [MKa Ha

Xpomarorpamme HCTBITYEMOTO pacrtBopa
JOJDKHO COOTBETCTBOBATD BpEMEHH
yIOEepPKUBAHUS OCHOBHOTO THKa Ha
XpoMaTorpaMMme  pacTBOpa  CTaHAApPTHOTO

o0pa3la KeToposiaka TpoMeTaMHHa (pasnen
«KonuuecTseHHOE onpeneneHue).

Remarks : The Product confirms to ND/
IMpumeuanue: TIpoaykT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmwyenue: OJOBPEHO

Checked by /
[TpoeepeHo: Pravesh

Prepared by /
[Toarorosaexo: Shivani

Checked by (AQA) /
[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecrneuenne kadecTBa/OTBETCTBEHHOE

Rana / Amit Kumar ULO: 0
(o ' j( A ('UW
( 2 P P
Date / Date / Date / Date / % BEITET e
Hara: 27.11.2025 Jara: 27.11.2025 Jara: 27.11.2025 Hara: o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: t85195A4P1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS . ol G4 EEnRIT

CEPTHOHKAT AHAJIM3A

fl.W »L 981665

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropos™ Jrenpece (keTopoiak) TabIeTKH, AHCHEPI HPYeMbIe B OJOCTH pra, 10 Mr

Market / Prinok :Russia / Poccus )

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

Cepnn Ne Rl Oo0bem cepun " 36,00,000 Tab

Analytical RepO“rt No/ . 890001848432 Date of Analysis / . 2711.2025

AHanuTu4ecKkHi oTder No JlaTa ananuza —

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

}Iam POH3BO/ACTRA T'oznen 110 - .

' Mfg. License No. / MA ber: /

TIpou3BoACTBEHHAS - MNB/05/263 o enn JITI-Ne(004669)-(PT-RU)
Homep PY

JHnen3na Ne

Analysis performed according ND: / Ananns nposenen o HJI: JIII-Ne(004669)-(PI'-RU)-190224
| PIL version approved: / Hncrpykuus yreepsaena: 21,04.2025

Page3of 11/ Crp.3 m3 11

No
Ne

Test / Iloka3zaTennb

Results / PesyabTaThbl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuzon

Complies / CooTBeTCTBYET

The retention times of 2-butylhydrox yanisole 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 YACpKUBAHUSA [THKOB 2-
OyTUNrUIpOKCHaHU30J1a 51 3-
OYTUATHAPOKCHAHK30Ia HAa XpOMarorpamme
HCIIBITYEMOTO pacTBopa JIOJKHBI
COOTBETCTBOBAaTh  BpeMEHaM  YJep>KUBaHHU
MUKOB  2-OyTUNruapokcHaHuzonma H 3-
OYTUNTHAPOKCHAHU30la Ha XpoMarorpamme
pacTBopa CT@HOapTHOI'O obpasia
Oyrunrunpokcuanmnzona (pazaen «CopepkaHue
OYTUITUAPOKCHAHN30J1a»).

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTBeTcTBYET TpeboranusM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /

Checked by /

[Moarorosnexo: Shivani [Tposepeno: Pravesh

AT

Rana Z;

Amit Kumar A TNHLO:

N~

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TpoBepeHo (AOK): ||OnoGpero: Obecneyenue Ka‘IeCTBa/OTBeTCTBeHHOC

1l

Date /
Hara; 27.11.2025

Date /
JlaTta: 27.11.2025

Date / Date /
ITara: 27.11.2025 Jara:

,.”.-){n\

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: £85195AP1984PLCO04507
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

o o ola s L)
Tei : +S$1 92166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Ikenpece (keToposiak) Tab1eTKH, AUCHEPIHPYeMbie B 0A0¢TH pra, 10 mr

Market / Poinok :Russia / Poccusi

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

Cepun Ne Rl O6bem cepun " 36,00,000 Tab ]

Analytical Repovrt No/ . 890001848432 Date of Analysis / . 97112025

AnanuTH4deckui otueT Ne JlaTa anann3a

Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027

JaTa npousBoacTBa losien a0

Mfg. License No. / 1 F ——

IIpousBoacTBeHHan - MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY

auneHsus Ne

Analysis performed according ND: / Ananu3 nposenen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpyknuns yrBep:xkaena: 21.04.2025

Page4 of 11/ Crp. 4 u3 11

1;.:) Test / [lokazaTesb Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpennsis 68.3 mg/ 68.3 mr 672mg to 72.8mg (70.0mg =+ 4.0%). /
macca Ot 67,2 mr po 72,8 mr (70,0 mMr £ 4,0 %).
18/20 tablets - not more than =+ 10 %,;
Uniformity of weight / 2/20 tablets - not more than =+ 20%. /
o Horm )(,JCTL g iy Complies / CooTBETCTBYET 18/20 Tabnerok — He Oomee + 10 %;
AHOpoRH e 2/20 Tabnetox — He 6onee + 20 %.
4 Disintegration time / 00 min 21 sec / 00 muH 21 cek Not more than 3 min. / He 6ontee 3 MuH.
Pacnagaemocthb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101 % Not less than 75 % (Q) of CisH;3NO3*CsH;1NO3
. (ketorolac tromethamine) in 15 min. / He meHee
- e 0,
Unit:2 / Taon-2 102% | 7504 (Q) CisHisNO3+C4H;;NO; (ketoposaxa
Unit-3 / Ta6n-3 100 % TPOMETAMHH) Yepes 15 MUH.
Unit-4 / Ta6n-4 98 %
Unit-5 / Tabn-5 98 %
Unit 6/ Ta6n 6 100 946

Remarks : The Product confirms to ND/

IIpumeyanue: [Ipoaykt cooTBeTcTBYET TpeOoBanmsaM HJJ

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: Shivani [Tposepeno: Pravesh  ||TIposepeno (AOK): [|OnobpeHo: O6ecneuenue kadecTsa/OTBETCTBEHHOE
Rana / Amit Kumar  « NHILLO: )')
< 4 = kp—
- TR 0
Date / Date / Date / Date / 7/8 Ao
Hara; 27.11,2025 HMara: 27.11.2025 Hara: 27.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 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,
Disti, Solan, H.P.,, 173 205, INDIA

a1 0916 SE001.02
91 98166 55001-02

CEPTHDPHKAT AHAJIH3A

wwy.drreddys.com

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

ITpoaykr: Keropoa® Dkcnpece (keTopoiak) TabieTKy, IHCHEPrHpYEMble B M0JI0CTH pia, 10 mr

Market / Prinok :Russia / Poccus

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

Cepus Ne Al O6bemM cepuu " 36,00,000 Tab

Analytical RepoUrt No / . 890001848432 Date of Analysis / . 97112025

ABanurndeckHii oTyer Ne JaTa anaau3a

Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027

JdaTa npou3BoJcTBa Topen o

Mifg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)
Homep PY

Junen3nus Ne

Analysis performed according ND: / Ananus nposenen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpyknus yreep:xxaena: 21.04.2025

Page Sof 11/ Crp. S n3 11

i.g Test / IlokazaTeanb Results / PesynabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JducnepcHocTh sieve is formed. / OOpasyerca oaHopoaHas
CYCMEH3Msi, MNpoXonsiuas CKBO3b CUTO C
pasMepom otsepcTHit 710 MKM.
7 Impurities / Ilpumecn
1-hydroxy analog of 0.0041 % not more than 0.5 %; / ue 6onee 0,5 %;
ketorolac: /
1-rigpokcuanaior
KeTopoJiaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / e 6onee 0,8 %;
1-keTOaHanor KeTopoaka
unidentified impurity / 0.02 % not more than 0.5 %; / e 6onee 0,5 %;
eMHHYHAs
HeUICHTHOUUUPOBAHHAS
IpUMECh
total impurities / 0.1% not more than 1.0 %. / e Gonee 1,0 %.
cyMMa npumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusM HJL 3aknwuyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosneuno: Shivani [Mposepeno: Pravesh  |[[Tposepeno (AOK): |[Onobpero: Obecneuenne Ka‘IeCTB/a/OTBeTCTBeHﬂoe
Rana Amit Kumar \ JIHLIO: . ‘Fﬂ
A : A | 3
Date / Date / Date / Date / % )= yON
TMara* 27 11 2025 Tara- 27.11.2025 Nara: 27.11.2025 Hara; '

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel- +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCO04507

www.drreddys.com



Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS 1. .01 ac166 56001-02
CEPTH(I)HKAT AHAngA WY drredd\/g.cgm
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® xrcnpece (keropoaak) TabiaeTkH, AHCHEPrHPYeMble B N0J0CTH pTa, 10 Mr |
Market / Prinok :Russia / Poccust ]
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne P O6bem cepun " 36,00,000 Tab
Analytical Report No/ . 890001848432 Date of Analysis / . 9711.2025
AHannTHYCeCKHI oTueT Ne Jara ananusza S
Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027
Jara npousBoacTBa T'onen po
Mfg. License No. / MA number: /
IIpousBoacTBEHHAS : MNB/05/263 ) ;. JIII-Ne(004669)-(PT-RU)
Homep PY

Jnnensus Ne
Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpykuus yreep:xkaena: 21.04.2025 ]

Page 6 of 11/ C1p. 6 n3 11

I}: Test / [Tokazarenn Results / Pe3yabTaTbl Specification / Hopma

8 Water content / 2.2 % Not more than 7.0 %. /
Copaep:xxaHue BOAbI He 6osee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHH4YecKue pacTBOPHTENH
Isopropy! alcohol / 12 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 12 Mxr B Tabnetke He 6onee 350 Mxr B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeOoBaHUsIM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarorosnexo: Shivani Iiposepeno: Pravesh  [|[Iposepeno (AOK): [|OnoGpeno: Obecnevenne xayecTra/OTBETCTBEHHOE
Rana Amit Kumar NNLO: D
/’g i : / A v j>{,\}'}
) : P

; Y N
Date / Date / Date / Date / 23 )3t 54
Hara: 27.11.2025 Hara: 27.11.2025 Jara: 27.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelanganag, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':°

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS 1., . qo166 56001-02

CEPTUGUKAT AHAJIMBA . drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Ixcnpece (keToposak) radnerku, Ancneprupyesbie B NoaocT pra, 10 mr

| Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepusi Ne V2502207 O0bemM cepuH © 36,00,000 Tab
Analytical Repo‘f‘t No / - 890001848432 Date of Analysis / . 97.11.2025
AHanuTHYECKHI oTueT No JlaTa anaausa
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027
Jarta npomsBoacTBa TI'onen mo
Mifg. License No. / o 7 R —
IlpoussoacTeeHnan : MNB/05/263 ) . JITI-Ne(004669)-(PT-RU)

Homep PY
| THmenzna Ne

PIL version approved: / MacTpykuns yreepxaena: 21.04.2025

| Analysis performed according ND: / Ananns nposeaen no HJI: JITI-N2(004669)-(PT-RU)-190224

Page 7 0f 11/ Crp. 7 n3 11

i.oo Test / [lokazaTeb Results / Pe3yabTaThi Specification / Hopma
10 Microbiological purity*/ Muxpotuonorniueckas yucrora*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / oburee 9nciao He 6onee 103 KOE/T;
a3poOHBIX MUKPO-
OpraHh3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o0imee yucio He 6onee 10? KOE/T;
JPOMOKEBBIX U TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1 T
11 Uniformity of dosage units / 35 Acceptance value (4¥) not more than 15.0
OaHOpOAHOCTH Ioxkasarenb npuemieMocTH (4V) nomkeH ObITh
J03MPOBAHHBIX €IMHULL He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IlpoaykT coorBeTCTBYET TpeboBanuam HJT 3aknatouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Moaroroeneno: Shivani Iposepeno: Pravesh  |[[Tposepero (AOK): |[Omobpeno: Obecneuenue kayecTsa/OTBETCTBEHHOE
Rana . Amit Kumar MUo: A
A/ : Z/ ; khr
\ / —
z— ‘ /\ & 1 yd
Date / Date / Date / Date /
~Lon
Hara: 27.11.2025 Jata: 27.11.2025 Hara: 27.11.2025 Hara: % al

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN; L851954P1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 n;g .
Mpoaykr: Keropoa® Dkcnpecce (keToposiak) TabIeTKH, AMCIIEprUpyeMble B 10J10C¢TH pTa, 10 Mr

Market / Pbinok :Russia / Poccust

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

Cepusn Ne k VaSTEEE O0beM cepuu © 36,00,000 Tab

Analytical Repovrt No/ - 890001848432 Date of Analysis / - 97112025

AHanuTHyeckui oryer Ne JlaTa anasmza

Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027

JaTa npou3BoacTBa T'ogen oo

Mfg. License No. / ey i —

IlpousBoxcTBEHHAS : MNB/05/263 ’ : JIII-N2(004669)-(PT'-RU)
Homep PY

aunensus Ne

Analysis performed according ND: / AnaJsns npoBenen mo H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UHcTpyxuus yreepxaena: 21.04.2025

Page 8 of 11/ Cip.8 m3 11

i.g Test / IlokazaTenb Results / Pe3yabTaTsl Specification / Hopma
12 Assay / KonnuecTtBeHHoe 9.8 mg /9.8 Mr From 9.0 mg to 11.0 mg of
onpeneneHne (98.0 %) CisH13NO3*C4H{NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 mr
Ci1sH13NO3*CsH 1 NO3 (xeTopomnaka
tpoMeTamuH) (ot 90,0 no 110,0 % or
3asBJIEHHOTO KOJIMUECTBA) B TabNeTKe.
13 Butylhydroxyanisole 0.0932 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxxaHue 0.0932 Mr B TabneTke He menee 0,042 Mr B Tabnetke.
Oy TMJITHAPOKCHAHM30/12

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoxykT coorBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akawuyenue: OJOBPEHO

Prepared by /

[Moarorosneno: Shivani

Checked by /

ITposepeHo: Pravesh

Checked by (AQA) /
[Tposepero (AOK):

Approved by: Quality Assurance/Authorized person /
OnobpeHno: ObecneueHue kavecTsa/OTBETCTEBEHHOE

IRana Amit Kumar L0: 7;
s A
| Z N A
Date / Date / |Date / Date / ng |- LoV
Jara: 27.11.2025 Hara: 27.11.2025 Hara: 27.11.2025 Hara:

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 €€

CERTIFICATE OF ANALYSIS

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

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

crnt _No

e B QY Qe L ¢ al
el : +51 YE100 S0UVIL-LL

CEPTU®UKAT AHAJM3A v drreddys.com

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

IIponykr: Keropoa® Dkcnpece (keToposiak) TabaeTkl, Aucneprupyembie B moa0cti pra, 10 mi

Market / Poinox :Russia / Poccus

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

Cepun Ne W2302200 O6beM cepun © 36,00,000 Tab

Analytical RepOft No/ . 890001848432 Date of Analysis / . 9711.2025

AnanuTn4yeckHii oruyer Ne JlaTa anann3za

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027
JlaTta mpou3BoACTBA I'ogen go

Mfg. License No. / e R ——

IIpounssoacTBeHHAn : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)

Homep PY
auuenzust Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpyxuus yreepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

Onucauue YOnakoBKH

(PA/AL/PE

pack. / Ilo 10 Tabnetox B

BKJIAZIBIILIEM B
KapTOHHYIO.

with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient

1;00 Test / Iloka3aTens Results / PesysabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of [ 10 tablets in a blister of (PA/AL/PE with

NayKy KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnerox B GnucTepe u3
information leaflet in a carton | (TIA/AJI/TID ¢  Bnaronornorurenem/I[13BIT)
donerun // (II3/AJ]) ¢onsru. Mo 1 wmu 2
Oonuctepe w3 (ITA/AJI/TID c¢ | OnucTepa BMecTe ¢ JHCTKOM-BKJIaiblllleM B
BnaronornotareneM/[12BIT)

¢donvru // (TI3/AJT) donsru. Ilo
2 6nuctepa BMECTE C JIMCTKOM-
navyKy

* 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.
* [1pu BhINMycCKe JIeKapCTBEHHOI0 MpenapaTa KOHTPOJIb Ka4yecTBa Mo nokasarteio «MukpobHoaoruyeckas
YHCTOTA» NMPOBOAMTCS [JIs KaxkAoii 20-0ii cepHu, MM MJIst OOHONM CEpHU B roji, B 3aBHCUMOCTH OT TOr0, YTO

HACTYIIUT paHbLIE.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Shivani

Checked by /

Checked by (AQA) /

[TIposepeno: Pravesh  |{[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
OnobpeHo: OGecneveniig kauecTsa/OTBETCTBEHHOE

Rana Amit Kumar JTULIO: o
s \ s
/ | AN—"_ >
. )A - -~
|Date / Date / Date / Date /
r— Lo
Hara: 27,11.2025 Jara: 27.11.2025 Hara: 27.11.2025 Hara: D/g U il

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

‘O °

’ @ Formulation Unit-6

Dr. Reddy S '. vill. Kho!l, Nalagarh Road, Baddi,

Distt. Solan, H.P., 172 205, INDIA
gl roll i o g Yo va!_

CERTIFICATE OF ANALYSIS . 55006556000
CEPTHOUKAT AHAJIU3A www.drreddys.cormn

Product : Ketorol Expl:es§ (kéa)rolac) Orally Disintegrating Tablets 10 mg B ]

Ipoayxr: Keropoa® Dkenpecc (keToposiak) Tabaerku, AHCNEPrupyeMble B M0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus -

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

Cepusn Ne # V0207 O6bem cepun " 36,00,000 Tab -

_Analytlcal Repovrt No/ - 890001848432 Date of Analysis / . 9711.2025

AHanuTHYecKHi oTyeT Ne Jdara anannza

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

Jara npor3BoicTBa T'onen go

Mifg. License No. / MA number: /

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

Juuenzus Ne

Analysis performed according ND: / Anaaus nposenen no H/I: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / MacTpyknus yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 3 11

API name / Haumenosanne APC: ' Ketorolac tromethamine / Keroponaka TpomeTaMuH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABSH001414

Homep cepuu nponspogurens ADPC:

FP Manufacturer API Batch number /

Homep cepinu cy6cTaHIIHU NPOU3BOAUTENSA FESA00170

rJid:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Mponzeoautenr APC, ctpana: J-p Pennu'c Jlabopatopuc JIta., Unans

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) /

HaunmenoBanue, agpec, JHIEH3US s H-p Pennu’c Jlaboparopuc Jlta., Unaug, [pouzsoncteenHoe
ITpouspoacreenHas miaomanka / Ilnomanka noapasneneHune-6, Bunn. Kxons, Hanarapx Poya, bagnu, Juctpukr
KOHTpO.JIs KayecTsa / Iliomaaka Beinmycka Comnan, X.I1., 173205, Unaus (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 Gaod Manufacturing Practice of the Eurasian

Economic Union is establishedy.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusm HJJ 3akarouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ioxrorosnexo: Shivani [Iposepeno: Pravesh  ||[Ipoeepeno (AOK): ||Onobpeno: Obecneuenne kayectsa/OTBETCTBEHHOE
Rana / Amit Kumar JHLO: o
b { y

) /\' i )
Date / Date / Date / Date / ET T
Hara: 27.11.2025 IHara: 27.11.2025 JHarta: 27.11.2025 Hara: % ) 3

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: L85195/A4P1984PLC004507
www.drreddys.com



“o Dr. Reddy's Laboratories Ltd.
’ 9 Formulation Unit-6
Dr' Reddy S .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS .. .oy ¢ |or oe00t 0

4

CEPTHOUKAT AHAJIM3A  purdrreddys com

Product : Ketorol Express (ketorolac) Orally Disintegr;ting Tablets 10 mg -

IIponykr: Keropoa®™ Ixkenpece (keropoJak) TabaeTkH, AHCIeprupyeMbie B 0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne Ny O6beM cepun ©36,00,000 Tab ]

Analytical Repovrt No/ . 890001848432 Date of Analysis / . 97112025

AHanuTHYECKHIT oTueT Ne JlaTa aHasmza

Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027

JlaTa npou3sBoacTBa T'onen mo

Mfg. License No. / MA number: /

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

aHueH3us Ne

| Analysis performed according ND: / Ananus nposeaen no H/: JITI-N2(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuns yreep:kaena: 21.04.2025

Page 11 of 11/ Crp. 11 n3 11
3akiaoyeHne 0 cooTBeTcTBUH: «HacTosmmM s mOATBEpX/1ar0, YTO NMPUBEACHHAsS BBIIE HHPOPMAIUS SBIISETCS
JNOCTOBEPHOH M TOYHOM. JTa Cepus MPOMYKIHH MPOU3Be[cHA (BKIIIOYAs YIAKOBKY (MapKHpPOBKY) M KOHTPOJIb
Ka4yecTBa) Ha BBIIICYKA3aHHOW IIPOW3BONCTBEHHON IUIONIaaKe (TJoOIajkKax) B IOJHOM COOTBETCTBHH C
TpeOoBanusiMu [lpaBun Hammexameld IPOU3BOJACTBEHHOU MPaKTUKH EBpasuiickoro 3KOHOMHYECKOT'O COI03a U
TpC6OBaHHHMI/I KOHTPOIISI KadeCTBa JICKAPCTBEHHBIX CPEACTB, a TAKXXE B COOTBETCTBHU CO CHCHH(bI/IKaHI/ISIMI/I,
COJIEPXKAIUMHUCS B PETUCTPALIMOHHOM J0ChE CTPaHbI-UMIIOPTEpa. 3aucH 110 ITPOU3BOACTBY, YIIAKOBKE U aHAIIU3Y
MIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeOoBaHMWsAM [IpaBun Hamexamed MTpOU3BOACTBEHHOM IIPAKTUKU
EBpaSHﬁCKOFO OKOHOMHYCECKOI'O COXO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanue: [IpoaykT cooTBETCTBYET TpeboBaHuaM HJI 3akniouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMonroroeneso: Shivani [Tposepeno: Pravesh  ||[Tpoeepero (AOK): ||Omobpeno: Obecneuetine kauecTsa/OTBETCTBEHHOE
Rana 9 Amit K JIALO: W
k - ‘ it Kumar . ‘ W ?
/\ ’/-/ | L
N
Date / Date / Date / Date / % ) 10 VSK-
Hara: 27.11.2025 Hara: 27.11.2025 Jara: 27.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCO04507
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