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CERTIFICATE OF ANALYSIS

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

vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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Product : HKetorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

_Ilpgn‘yﬂ:rl_(plqm).lf Dkenpece (KETOpoJIaK) TabJIeTKH, AUCIIEprHpyeMble B 0JIOCTH pTa, 10 mr

Market / Punox

:Russia / Poccns

Batch No / , Batch Quantity / ~ 3600000 tab /

Cepus Ne V2500379 O0beM cepHH " 3600000 Tab

Analytical Repovrt No / 040002846055 Date of Analysis / . 12.03.2025

AnanaTHdeckuii oryer N Jarta aHaju3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Jara npoM3BoacTBa T'open no

Mfg. License No. / . .

Ilpon3sBoAcTBeHHAS : MNB/05/263 T B : EIEAE(0H660)SBIS
Homep PY RU)

JIHueH3ust Ne

Analysis performed according ND:

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

Page10of9/Crp.1u39

No | -
Nao Test / [TokasaTeanb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one with "|" debossed on one side. / Kpyrisie
side. / Kpyrnble nnockue mnockue TabneTkn ¢ Qackoil, cBeTno-
TabNeTKU ¢ GackoH, CBeTIIO- JEJNTOro LBeTa ¢ IpaBUPOBKOI «l» Ha
XKEJTOTO LiBETa C FpaBHPOBKOIt OJIHOM CTOpOHE.
«» Ha OJHOIi CTOpOHE.

2 Identification / Unentuduxanus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnexTpsl MOMNOLIECHUSA
HCIIBITYEMOTO  pacTBOpa M pacTBopa
cTaHjapTHOro  ofpa3lia  KeTopoJjaka
TpOMeTaMHUHa DOJIKHBI HMETh
MaKCUMYMBbl NpyU OJHOHM M TOH k& IJIUHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykr cooTBeTcTBYET TpebGoraHusaM HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Yogesh Chauhan | Ilposepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBonuTens
' . Maurya Amit Kumar ) L-

VA - N
Reprint Date/ Reprint Date / Reprint Date / I
Jara: 12.03.2025 Jara: 12.03.2025 Jarta: 12.03.2025

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

Tel: +91 40 4000 2900, Fax: +91 20 4900 2999, Email: mail@drreddys,com
CIN: L35195AP1984PLC004507

vww.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
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www.drreddys.com

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

TIpoayxr: Ketopon® Ikenpecc (keropostak) TabeTKH, AHCieprupyeMble B 10J0CTH pTa, 10 Mr

Market / Poinox

:Russia / Poccus

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepus N2 - V2500379 O6nbeM cepHn " 3600000 Tab

Analytical Repo\}*t No/ - 040002846055 Date of Analysis / . 12.03.2025

AHagauTHYecKHnii oTyeT Ne JlaTa aHau3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTa npoH3BoACTBa T'onen no

Mfg. License No. / . .

IIponssoJcrBennas : MNB/05/263 il g PANN(ODH06) (I
Homep PY RU)

JuneH3nsA Ne

Analysis performed according ND:

/ Ananus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2 of 9 /Crp.2 m3 9

No

Test / [Toxa3zaTennb
Ne

Results / PesynbTaThl

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). / BpeMmsi ynepXXUBaHUs
OCHOBHOI0 THKa Ha XpomaTorpamme
HCTIBLITYEMOro pacTeopa JOOJKHO
COOTBETCTBOBATb BpeMEHH YAEPXKHBaHHUS
OCHOBHOIO THMKa Ha XpoMaTorpamme
pacTBopa CTaHIapTHOrO obpaszna
KeToposnaka  TpoMeTamuHa  (pasnen
«KoJIH1eCTBEHHOE OTIpENeSICHUEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ilponykr cooTseTcTBYET Tpebopanuam HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Yogesh Chauhan | IIposepeno: Sant(w);vKumar Onobpeno: Menemxep / PykoBoaureb
' Maurya AP Amit Kumar N

_IJ.K}/ / ury Pli— [\(/r’
Reprint Date / Reprint Date / Reprint Date / i
Jata: 12.03.2025 Hara: 12.03.2025 Hara: 12.03.2025

Registered Office: 8-2-237, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 4971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
wenandrreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS " 7 270
CEPTH@HKAT AHA_HI/I?.A [ _/%-JULILTIU JuUUULTUL
www.drreddys.com

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

IIpoaykt: Keropon® Jkenpecc (keToposiak) TabieTKH, AHCHEPrHPyeMbie B NOJOCTH pra, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne § V2500379 O0bem cepuu " 3600000 Tab

Analytical RepOft No/ - 040002846055 Date of Analysis / - 12.03.2025

AHajauTHYeCKHiT oTUueT Ne JlaTa aHau3a

Date of Manufacture / - 02/2025 Date of Expiry/ . 01/2027

HaTa npouspoacTea Topen 1o

Mifg. License No. / ) .

IIpousBOACTBEHHAH : MNB/05/263 DT by e S SO UASEDNE=
Homep PY RU)

JHuen3usi Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page3 of 9/Cip.3 u3 9

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-0y THNTHAPOKCHAHH30N1a
3-0yTHITHIPOKCHAHH30MA

«Conepxanue
OYTHNTHAPOKCHAHU30JIa).

i.? Test / Iloxasarenb Results / PesynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTRYET The retention times of 2-
Bymunzudpoxcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

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

3.
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
YIEpPKUBAHUA MHKOB
2-6y TWIrHIPOKCUAHU301a 1%
3-6y TUNTUAPOKCHAHK30Ma Ha

XpOMAaTorpaMMme HCIBITYEMOIo pacTBOpa
JOJDKHBI  COOTBETCTBOBATh  BPEMEHAM
yIEepKHUBAHUA [IUKOB

nu
Ha

XpoMaTorpaMme pacTBopa CTaHAAPTHOTO
obpasua OyTunruapokcuaHusona (pasaen

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykT cooreTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by /

T[Toarorosneno: Yogesh Chauhan

/4

Checked by /
[posepeno: Santosh Kumar

Maurya y’
o]

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurenb
Amit Kumar v

N——

Reprint Date /

Jlara: 12.03.2025

Reprint Date /
Hata: 12.03.2025

Reprint Date / v
Jara: 12.03.2025

Registered Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUPUKAT AHAJIU3A

iel: +51956166 56001-0Z

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (KeTopoak) TabaeTKH, AMCHePrupyeMble B noJ10¢cTa pTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus N2 g VEuieE O6bem cepHH " 3600000 Tab

Analytical Report No / . 040002846055 Date of Analysis / - 12.03.2025

AHanuTHYecKHii oTyeT Ne Jara anannza —= |

Date of Manufacture / - 02/2025 Date of Expiry / © 01/2027

JlaTa npon3BoacTBa I'ogen a0 —

Mfg. License No. / . )

ITpou3Bo/cTBeHHAS : MNB/05/263 S nEIBCIEY g oo I G
Homep PY RU)

JuIeH3us Ne

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

Page 4 of 9/ Crp.4u3 9

i? Test / [TokaszaTenn Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeausist 69.7 mg/ 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr ao 72,8 mr (70,0 Mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OoHOPOAHOCTH Macehl 2/20 tablets - not more than = 20 %. /
18/20 Tabnetox — He Oonee + 10 %;
2/20 Tabnetox — He 6onee + 20 %.
4 Disintegration time / 00 min 22 sec / 00 muH 22 cek Not more than 3 min. / He 6onee 3 MuH,
Pacnagaemocthb
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 102 % Not less than 75% (Q) of
. Ci15sH13NO3CsH | 1INO3 (ketorolac
Unit-2 / Ta6-2 e tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 100% | 75 % Q Ci5H13NO3*C4H 1 1NOs3
. (keTopoJaka TpOMETaMHUH) uepes 15 MHUH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 104 %

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipogykr cootsercTBYeT TpeGosanuam HJI

Conclusion : APPROVED /
Zakiawyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneno: Yogesh Chauhan | Ilposepeno: Santosh Kumar | Omobpeno: Menemxkep / Pykosoaurens
o Maurya Amit Kumar v
{ 7 ; L ’%ﬁj - N —
Reprint Date / Reprint Date / Reprint Date / \
Jara: 12.03.2025 Hara: 12.03.2025 Hara: 12.03.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: 21 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.85195AP1984PLCO0A507
www.drreddys.com




Dr.Reddy’s ‘;;

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Viil. ¥hol, Nalagarh Road, Baddi,
Distt, Solan, H.P, 173 205, INDIA

CEPTUPUKAT AHAJIN3ZA

lel : +91 96166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disin

Hpoaykr: Keropon® Dkenpece (keropoak) TaG/1eTKH, AHCIePrupyeMble B OJIOCTH pra, 10 mr

tegrating Tablets 10 mg

Market / Pernok ‘Russia / Poccus

Batch No/ i Batch Quantity / ~ 3600000 tab /

Cepusn Ne | VoL O6beM cepun " 3600000 Tab

Analytical Repog‘t No/ . 040002846055 Date of Analysis / . 12.03.2025

AHajuTHYecKMi oTyeT Ne - T JaTa anaanza

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

Jara npoussogcTsa TI'onen oo

Mfg. License No. / ] .

Ipou3BoACTBEHHAA : MNB/05/263 Lo - JII-Ne(004665)-(PT*-
Homep PY RU)

JunensHs No

“Analysis performed according ND: / Ananus nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page 50f9/Crp.Su3 9

i? Test / [TokazaTenb Results / PesyiabraThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 um sieve is formed. / Obpasyercs
OMHOpPOJHAs CYCIIEH3UsA, MpoXonsiuas
CKBO3b CHTO C pa3MEepOM OTBEpCTHUit
710 MKM.
7 Impurities / Ilpumecn

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

1-hydroxy analog of
ketorolac: /
1-rugpoxcHaHazor

Below LOQ (LOQ = 0.0032 %) /
Huke mpenena KoJIMYeCTBEHHOIO
onpenenerus (ITKO = 0.0032%)

KETOpOmaKa

1-keto analog of ketorolac / 0.07%

1-keToananor KETOpOJiaKa

unidentified impurity /
eIMHNYHAs
HeHIeHTUQULHpOBaHHAS
HpUMeCh

0.02%

not more than 0.8 %; / He 6onee 0,8 %;

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

total impurities / 0.1%

CyMMa npuMeceii

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

8 Water content / 2.7 %

Conep:xaHune BOAbI

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

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykr coorrercTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
[Tonroroeneno: Yogesh Chauhan

0 7

Maurya

[posepeHno: Santosh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoaurenb

Amit Kumar N e
et

4
\

B
Reprint Date /

Hara: 12.03.2025

Reprint Date /
Jata: 12.03.2025

Reprint Date /
Hara: 12.03.2025

Registercd Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol +071 40 4800 2900, Fa +91 40 4900 2999, Email: malt@drreddys.com
CIN: L85195AP1984PLCO04507
wwvedrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIA3A
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www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToposax) TabaeTKH, AHCHePrHpyeMbie B M0JI0CTH p1a, 10 Mr

Market / Prinok :Russia / Poccus

Batch No/ ) Batch Quantity / 3600000 tab /
Cepus N2 : V2500879 O6bem cepHH " 3600000 Tab
Analytical Repo\}‘t No/ - 040002846055 Date of Analysis / . 12.03.2025
AnanurHieckuii oryer Ne Jlara ananusa |
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JaTa mpounzeoacTBa T'onen mo
Mfg. License No. /

. MA number: /  JITI-Ne(004669)-(PT -
IpousBoAcTBeHHAN : MNB/05/263 Homep PY " RU)

Jauensus Ne

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

Page 60of 9/ Crp. 6 u3 9

1;.‘)0 Test / IToka3zaTenn Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouyHble OprannyecKie pacTBOPUTENIH
Isopropyl alcohol / 19 pg/tab / Not more than 350 pg/tab. /
H3onponaHon 19 mkr B TabneTke He 6onee 350 mMkr B TabneTke.

10 Microbiological purity*/ MuxpotuoJsioruieckas yucrora*

Total Aerobic Microbial
Count / o011ee yuciao

not more than 10° CFU/g; /
He Gonee 10° KOE/r;

OaHopoaHoCTh
A03HMPOBAHHBIX €AHHHUIL

NA
a3po6HBIX MUKPO-
OpraHHU3MOB
Total Combined Yeast and not more than 10°> CFU/g; /
mold count / of1iee yucIO NA He 6onee 10 KOE/r;
IPOMNOKEBBIX U IIECHEBBIX
rpudboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 6.4 Acceptance value (4V) not more than

15.0 Tloka3zarens npuemieMocTy (4V)
JomxeH ObITs He Oonee 15,0.

Remarks : The Product conforms to ND/
[Mpumeuanue: IIpoaykr cootBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axkawuenue: OJJOBPEHO

Prepared by / Checked by /
IToarororyeHo: Yoge_fsh Chayhan

/;y ///_f' Maurya @;

IpoeepeHo: Santosh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoguresns

Amit Kumar =
N——

= Reprint Date /
Jlara: 12.03.2025

Reprint Date /
Jara: 12.03.2025

Reprint Date / '
Hara: 12.03.2025

Rogistered Office: 8-2-327, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
) Tel: 491 40 4900 2900, Fax: +91 40 4900 299y, tmatl: malldsdrreddys,cornn
CiN: L85195AP1984PLCO0O4507
wyvedrreddys.cor




Dr.Reddy’s Qf"

CERTIFICATE OF ANALYSIS

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

ill, lkhol, Malagarh Road, Baddi,
Diatt ‘ohm H.p, 173 205, INDIA

CEPTUPUNKAT AHAJIM3A

el ++91 98160 56001-02

wwvedireddys. com

Product :

Market / Poinok

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jxcenpece (keroposak) TabaeTKH, ANCIeprapyemMble B MoJ10¢TH pra, 10 mr

‘Russia / Poccus

Batch No/ _ Batch Quantity / 3600000 tab /

Cepus N2 $ WZD0nge O6nbem cepnu " 3600000 Tab

Analytical Repourt No/ - 040002846055 Date of Analysis / . 12.03.2025

AHaauTHYeCKHH oTYeT Ne | Mara ananu3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTa npoH3BoacTBa TI'ogen no |

Mfg, License No. / ] o

ITpounspoAcTBeHHAS : MNB/05/263 TS Aoy g B NE(00660)=(RIF=
Homep PY RU)

JuneH3ust Ne

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

Page 70f9/Crp. 7u3 9

[Tpumeuanue: [Iponykt cootBercTByeT TpeboBanusamM HIQ

i:) Test / Tlokaszareab Results / PesyabraTbl Specification / Hopma
12 Assay / KonuyecrBeHHoe 10.2 mg/ 10.2 Mr From 90mg to 11.0 mg of
onpeaeneHue (102.5 %) CisHisNO3+C4H | NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr o
11,0 Mr Ci15Hi3NO3+C4H; 1 NO3
(xetoponaka TpoMeramuH) (oT 90,0 no
110,0 % oT 3asBJICHHOrO KOJW4YECTBa) B
TabneTke.
13 Butylhydroxyanisole 0.1095 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0.1095 mr B Tabnetke He menee 0,042 Mr B TabneTke.
OYTUJIrMIPOKCHAHH30/12
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 Tabnretok B
information leaflet in a carton | Gnucrepe u3 (ITA/AJITID c
pack. / Tlo 10 Ta6nerok B | Bnaromornorurenem/II3BIT) domsru //
onucrepe u3s (MA/AJI/TID ¢ | (IIS/AJ1) donsru. Ilo 1 unu 2 dnucrepa
Braronornorurenem/IIDBIT) BMECTE C JIMCTKOM-BKJIaAbIIIEM B IAuKy
domnbru // (I13/AJ]) doneru. [lo | kapToHHYIO.
2 6auctepa BMECTE C JTMCTKOM-
BKJIa[bIIIIEM B TauKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmouenne: OJJOBPEHO

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

INomroTosineno: Yogesh Chauhan | IMposepeno: Santosh Kumar | Ogo6peno: Menemwkep / Pykosoautens
A/ Maurya Amit Kumar , v
V- = @ AN

Reprint Date / Reprint Date / Reprint Date / :

Hara: 12.03.2025 Hara: 12.03.2025 Hara: 12.03.2025

Regigterad Giice: B

Tl +51 A0 45030 290

.3-337 toad Wo

?/x anjara Hills, Hyderabad - 500034, Telangana, India
6A 2998, Enmf

nail@driaddys.com




‘ﬁ.o Dr. Reddy's Laboratories Ltd
y e . X

Formulation Unit-6
DI'. Reddy S . Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS e e
CEPTU®UKAT AHAJIN3A jei : +91 958166 56001-02
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropoua® Dxenpece (keroponak) TabaeTkH, AHCNeprupyemble B 0JIOCTH pra, 10 Mr
Market / Poinok :Russia / Poccus
Batch No/ ) Batch Quantity / 3600000 tab /
Cepus N2 V2500579 O6nem cepHH " 3600000 Tab
Analytical Repo:‘t No/ - 040002846055 Date of Analysis / . 12.03.2025
AHBannTHYecKH# oTuer Ne HaTa anannsa -
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jara npousBoacTBa I'ogen no
Mfg. License No. / ] )
IIpoun3sBoAcTBeHHASN : MNB/05/263 R MUERDCE: J y EEILNR(O0496)=(EI=
Homep PY RU)

JTHOeH3ust Ne
Analysis performed according ND: / Anaan3 npoBeaen no HJI: JITI-Ne(004669)-(PI-RU)-190224

Page8of 9/Crp. 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.

* [1pH BbIyCKe JJeKAPCTBEHHOT0 NpenapaTa KOHTPOJIb Ka4ecTBa Mo MokKa3aTeo « MHUKpPoOHOoI0rHyecKast
YUCTOTa» MPOBOAMTCS 1A Kaxaoil 20-oif cepun, HIHN 115 ONHOI CEpUMM B Ioji, B 3aBUCHMOCTH OT TOI0, YTO
HACTYNHUT paHbLUE.

API name / Haumenosanune APC: Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponak -

API manufacturer batch number / ABRH008104

Howmep cepun npoussoguresisa APC:

FP Manufacturer API Batch number /

Howmep cepun cyOCTaHIHA NPOH3BOIHTE/IS FERAQ00558

IJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponzeogureas APC, crpana: H-p Pennu'c Jlabopatopuc JIta., Manus

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) /

HauMeHoBaHue, aJipec, THNEH3UA 15 J-p Pennu’c Jlaboparopuc JIta., Uuaus, Ilpoussoacteennoe
IpoussoacTBenHas miIomagka / Ilnomanka noapasneneHue-6, Bun. Kxons, Hanarapx Poyn, bapau, Juctpukr
KOHTPOoJIA KadecTBa / Iliomaaka Beinycka Comnan, X.I1., 173205, Unaus (nuueH3us 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 /
ITpumMeuanwe: [IpoaykT cooTBeTcTBYeT TpeboBanusM HJI 3axmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoaroTosneno: Yogesh Chauhan | ITpoepeno: Santosh Kumar | Omo6peHo: MeHemxkep / PykoBoaurens
f /7 Maurya @‘ Amit Kumar /\ ’/;
. T

Reprint Date / Reprint Date / Reprint Date /
Jara: 12.03.2025 JHara: 12.03.2025 Jara: 12.03.2025

Registered Office, 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal- 01 406 4900 2000, Fax: +91 46 4600 2999, Email mail@ drreddys.com
*CIN: L85135AP1984PLCOC4A507
www.drreddys.com



Dr. Reddy's Laboratories Ltd,

Qe
’ 2@ Formulation Unit-6
Dr' Reddy S ‘-. vill. Kho!, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS "~ ' .
CEPTU®UKAT AHAJIM3A wr.drreddys.com

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

Ipoaykt: Keropoa® Jxcupecc (keTopoyak) TabJeTKH, AHCIIEPrHPyeMble B [IOIOCTH PTa, 10 mr

 Market / Pernox :Russia / Poccus
Batch No/ . Batch Quantity / 3600000 tab /

| Cepus N2 ek O6nbem cepun " 3600000 Tab
Analytical Repo:’t No/ . 040002846055 Date of Analysis / . 12.03.2025
AHnamuTHueckuii oryer Ne JlaTa anaau3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
JaTa npousBoacTBA I'ogen xo |
Mfg. License No. / . .
IIpousBo/icTBEHHAN : MNB/05/263 S DS i : JII-N2(004669)-(PT-

Homep PY RU)

JIHNeH3Hs Ne

_Analysis performed according ND: / Apanus nposesen no H/JI: 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».

3ak04yeHne 0 cooTBeTcTBHH: «HacTosAMM s IOATBEPX A0, YTO MPUBEACHHAS BhIIIE HHPOPMAIlUs SBISETCS
JIOCTOBEPHOH M TOYHOM. DTa cepHsi MPOAYKIMK [POM3BeneHa (BKIIOYAs YNAaKOBKY (MapKHpOBKY) W KOHTpOJIb
KadecTBa) HA BBIIIEYKAa3aHHOM IIPOM3BOJACTBEHHON IUIOLIAAKE (IJIOMAAKaX) B IOJHOM COOTBETCTBHH C
Tpe6GoBaruaME IIpaBri Hamexaumed OPOM3BOACTBEHHON NPaKTHKH EBpasHiCKOro sKOHOMHUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) u TpeboBaHUAME KOHTPOJIS KaYeCTBa JICKapCTBEHHBIX CPE/CTB,
a TakXe B COOTBETCTBUH CO CHEIHGHUKALUIME, COAEPKALTUMHUCS B PETUCTPALIMOHHOM JI0ChE CTPaHBI-UMIIOPTEpA.
3aITHCH 110 TIPOM3BOJICTBY, YIIAKOBKE H aHAIIM3Y POBEPEHEL, ¥ YCTaHOBIEHO HX COOTBETCTBHE TpeOoBaHMM IIpaBui
HaJUIeXallei Mporu3BOACTBEHHOM MTPaKTHKH EBpasHiCKOro SKOHOMHYECKOTO COKO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpogykT cooTBeTCTBYeT TpeboBaHusam HJL 3axawuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoxroroeneno: Yogesh Chauhan | IlposepeHo: Santc%l(umar Onobpeno: Menemxep / Pykosonntens
; 7

({;" / Maurya Z Amit Kumar J\’/L

Reprint Date / o Reprint Date / Reprint Date /
Jara: 12.03.2025 Jara: 12.03.2025 JHara: 12.03.2025
Rocistered Officer 3-2-337, Road Mo 3, Banjara Hills, Hyderahad - 500034, Telangana, India
7 Tol- 491 40 4500 2200 0140 4900 2992, Email- mail@drreddys.com

CIN: L35195A4P1584PLCODAEDT7
voreedrreddys.com



