@
Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Dr Reddy's Laboratories jid,
Formulation Unit-6

Vill. Khol, Malagarh Road, Badij,
Diste. Solan, H.P., 173 205, INDA

CEPTHOHNKAT AHAJIM3A

LG1 QR166 5800102

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

M ponyskr: Keropoa” Dkenpece (keTopoiak) Tabaerkn, AgcnepripyemMbie B H0A0CTH pra, 10 Mr

Market / PbIHOK

:Russia / Poccus

Batch No / : Batch Quantity / . 3600000 tab /
Cepusn Ne V2500135 O6bem cepin " 3600000 Tab
Analytical Report No / 040002806377 Dateof Analysis/ .7 ) 595
Anamnrn<iecKHii oryer Ne Jdata anaansa
Date of M anufacture / . 01/2025 Date of Expiry / - 12/2026
Jara npoM3BOACTBA I'ogen j10
Mfg. License No./ MA number: / JTIL-Ne(004669)

. : _ JII-Ne ~(PT-
HpongB()L[CTBeHHaSI : MNB/05/263 Homep PY . RU)
anuensus Ne

/ Ananuz npoeenen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

| Analysis performed according ND:

Page1of9/Crp. 1139

1}3 Test / [TokasaTtennb Results / PesynbTaTsi Specification / Hopma
1| Description / Onncaune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrisie
side. / Kpyrnele niockue miockue TabneTkn ¢ dackoi, cBeTso-
TabneTku c ackoil, CBETNO- XKEJITOro UBeTa € IpaBUPOBKOH «I» Ha
XEJITOTO LIBETA C FPaBUPOBKOIL OIHOI1 CTOpOHE.
«» Ha OZlHOU CTOpOHE.
2 Identification / UnenTudukanus
Ketorolac / Kemoponax Complies / CooTBeTcTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / YO-coekTpbl MNOMIOMIEHHS
UCIBITYEMOTO pacTBOpa M  pacTBOpa
CTaHmapTHOro  obpasiia  KeToposaka
TPOMETaMHHA JOJIXKHBI HMeTh
MaKCHMYMb! [IpH OXHON U TOM Xe IUIMHe
BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr cootBeTcTBYeT Tpeboanusm HJI 3akaouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama kant IIposepeHo: Pardeep Kumar | Opo6peno: Menemkep / PykopoauTers
UJ} _i:_ Pavan Kumar Sharma e =
/ b= — ’///’/”
Reprint Date / Reprint Date / Reprint Date /
Hata: 07.02.2025 Hata: 07.02.2025 Hata: 07.02.2025
Ragisterzd Qffice: 8-3-347,

Tl 891 404300

drreddys.com

Road N(, 2y Banpm HI“\ H\'d'rabm HO(‘OJJ Te iangm‘ India
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. khol, Nalagarh Road, Baddi,

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

CEPTUOPUKAT AHAJIM3A

aavs.com

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

Ipoaykr: Ketopoa® Jxcnpece (keropoJiak) TableTKH, AUCIEPrHpPYeEMbIe

Tel - +Q1 28166 56001-02

B IIOJIOCTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne § V2aloide O6beM cepun " 3600000 Tab

Analytical Repo‘}‘t No/ - 040002806377 Date of Analysis / - 07.02.2025

AHajiHTHYEeCKHH oTUeT No JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026

JaTa npou3BocTBa Toxen no

Mfg. License No. / ; o

TIpon3BoAcTEEHHAN : MNB/05/263 M numHen 5 SUENICNIEGOS) (RS
Homep PY RU)

JHIeH3ua Ne

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

Page2 of 9/ Crp.2 3 9

No

No Test / IlokasaTteib Results / Pe3ysbTaThbl

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 ynepKHUBaHUs
OCHOBHOTO IHMKa Ha XpOMaTorpamme
HCIIBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATH BPEMEHU YIEPKUBAHUS
OCHOBHOIG [MHKa HAa XpOMarorpamme
pacTtBopa CTaHAAPTHOTO oGpasiia
KETOpOJIaka  TpPOMEeTaMHHa  (pasmen
«KONMYECTBEHHOE OTIPETENeHHEY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYeET TpeGoBanusam HJ 3axmwouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Rama kant ITposepeno: Pardeep Kumar | Ono6peHo: Menemkep / Pykosoautens

Pavan Kumar Sharma J e
M — L
T

Reprint Date / Reprin Date / Reprint Date /
Hata: 07.02.2025 Jara: 07.02.2025 Jara: 07.02.2025

Registered Gifice: &-

Tel: +81 40 4900 2900, Fax: +91 40 4800 2299, Email: iy

CHN: LES195AP19584PLCS04507
v drreddys.com

37, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India

1ail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bad g,

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

CEPTHOUKAT AHAJIM3A

Tei +Q1 SRIAE BE001-02

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

Mpoxykr: Keropoa® Jxenpece (keroposiak) TabuleTKu, AHCHeprupyeMble B moJocTa pra, 10 mr -

Market / PHIHOK :Russia / Poccus
Batch No / : Batch Quantity / 3600000 tab /
Cepnst Ne V2500135 O6nem cepun " 3600000 Tab
Analytical Report No/ . 040002806377 Date of Analysis /., ) 5025
AHanuTH<ecKHi oTder No Jara anaauza
Date of M anufacture / - 01/2025 Date of Expiry / . 12/2026

| /lata npo#3BOACTBA I'open g0
L MA number: / JTII-Ne(004669)

; : _ -Ne ~(PT-

Ilpon3soaCTBEHHAS : MNB/05/263 Howmep PY ' RU)
anuensus Ne

Analysis performed according ND:

/ Ananms nposenen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page3 of 9/Crp.3 u3 9

No
No

Test / Iloka3zaTens

Results / PesyabTatsl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuzon

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
yIEep>KUBAHU TMTHKOB
2-0yTUArMAPOKCHUaHn3011a u
3-0OyTUITUAPOKCUAHU30MIA Ha

XpoMartorpaMMe HUCOBITYEMOI'O pacTBOpa

JOJDKHBl  COOTBETCTBOBATH  BpEeMeEHaM
yAEepKUBaHUA TIHKOB
2-0yTHITUAPOKCHAHU30Ma u
3-0y THATHAPOKCHAHHU30.1a Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOrO
obpasua OyTUIrdaApoKcuaHu3oa (pasaen
«Conepxanue

Oy THATHAPOKCHAHU30IIA).

Remarks : The Product conforms to

ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJT

ND/

Conclusion : APPROVED /
3aknwvenne: OJJOBPEHO

Prepared by /
IToxarorosneHo: Ra;@a kant

W

Checked by /
IIposepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PyK)OBOI[I/ITeIIL
Pavan Kumar Sharma ;

=

Reprint Date /
Hara: 07.02.2025

Reprint Date /

Hara: 07.02.2025 Jara:

Poprint Dato /

07.02.2025

Roviatered Office: 8-2-3

,F

+4130 49U 03, ra

19SAP1SS4PLCOGAS0T

v, direddys.com

Chid: L

Read o, 3, Baniara Hills, Hyderabad - 5000324, Telangana, India
15049002993, Email meait@drreddys.com
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Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS

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

Vil ¥hol, Malagarh Road, Baddj,
Disct. Solan, H.P, 173 205, INDIA

.49 98166 56001-02

CEPTUPHUKAT AHAJIM3A -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (keropoak) TadneTku, AHCHeprupyeMble B 10J10¢TH pra, 10 mr -
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepnsa Ne V2500135 O0BeM cepHH " 3600000 Tab
Analytical RepoE’t No/ - 040002806377 Date of Analysis / . 07.02.2025
AHajuTHYeCKHH oTUyeT No JlaTa aHANH3Aa
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026
JaTa npoH3BOACTBA I'ogen go
Mifg. License No./ . .
IIpousBoacTBeHnas : MNB/05/263 VIR sitimitirs of , sHIS(OUE662)S (P

Homep PY RU)

annenzua Ne
Analysis performed according ND: / Anaans nposeaen mo HJI: JITT-Ne(004669)-(PT -RU)-190224

Page 4 of 9/ Crp. 4 u3 9

i‘«o Test / IlokasaTeab Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeansis 69.0 mg / 69.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca . Ot 67,2 mr a0 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBETCTRYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOIHOCTHL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabneroxk — He Oonee =+ 10 %;
2/20 Tabnerox — He 6onee £ 20 %.
4 Disintegration time / 00 min 31sec / 00 MuH 31 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemoctn
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 104 % Not less than 75% (Q) of
. CisHi3NO3C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 L00KG tromethamine) in 15 min. / He wmeHee
Unit-3 / Ta6n-3 100 % 75 % Q) C1sH13NO3*C4sH 1NOs
) (xeTopoiaka TpoMeTaMuH) uyepes 15 MuUH.
Unit-4 / Tabn-4 103 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 99 %

Registered Difice: &

Tests 201
el

oy
i

00, Fax: +91.10 490¢
CIN: LS5195AP19E
vy direddys.com

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tpoaykt coorBeTcTBYET TpeboBanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama kant IpoBepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoaurens
O} Pavan Kumar Sharma  _|, j;//
. / . clih L— - ’]"’/...
Reprint Date / ' Reprint Date / Reprint Date /
Hara: 07.02.2025 Jlata: 07.02.2025 Jara: 07.02.2025
Read Mo 2, Banjara Hills, Hyderahad - 500034, Telangana, India

g, Email: mail@drreddys.com
004547
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Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Badc!j,
Distt. Solan, H.P., 173 205, INDiA

CEPTHUOPUKAT AHAJTHU3A

Tl 01 02166 56001-02

voww, drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropoa® Jxenpecc (keTopoaak) TabaeTkH, JHCIeprupyemMpie B HoJ0cTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne - V2500135 Oo6bem cepun " 3600000 Tab

Analytical Report No / - 040002806377 Date of Analysis / . 07.02.2025

AHajnuTHYECKHI oTueT No JlaTa aHan3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

JaTa npon3BoacTBA T'ogen no

Mifg. License No. / . Y

IIpoussoacTBenHas : MNB/05/263 B Dumberg § L an(002000)(BrE
Homep PY RU)

auueH3us Ne

Analysis performed according ND: / Ananns nuposeaen no HI: JII-Ne(004669)-(PI'-RU)-190224

PageSof 9/ Crp. 5u3 9

i
1}? Test / IlokasaTenb Results / PesynnTathl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

ducnepcHocTb

710 pm sieve is formed. / O6pa3zyercs
ONHOpPOOHAs CYCIEH3US, TNPOXOIsasn
CKBO3b CHTO C pa3MepoM OTBEpCTHit
710 MEM.

7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuananor
KeToposiaka

1-keto analog of ketorolac /
1-KeToaHaNOT KeTOpoJaka

unidentified impurity /
eIMHHYHas
HeuaeHTHHUIUMPOBAHHAS
NpUMeECh

Below LOQ (LOQ = 0.0032 %) /
Huke npenena xonuuecTBEHHOTO
onpenenerus (ITKO = 0.0032 %)

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

0.03%

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

0.02%

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

total impurities /
CyMMa IpUMeceii

0.1%

not more than 1.0 %. / He 601ee 1,0 %.

8 Water content /
CopepxaHMe BOAbI

2.2%

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

Remarks : The Product conforms to ND/

ITpumeuanue: I[IpoaykT cooTBeTcTBYeT TpeboBanusam HJ

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Rama kant Ilpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaureins
Pavan Kumar Sharma R
/ Qf_,___/- e :':;‘f_ o=
Reprint Date / Reptint Date / Reprint Date / =
Hara: 07.02.2025 Jara: 07.02.2025 Hara: 07.02.2025

Registerad Cffice: 8

-2-337, Road No. %, Baniara Hills, Hyderabad - 500034, Telangana, India

Tol: +01 40 4300 2900, Fax: 401 40 4300 2999, Email: mail@drreddys.com

CIN: LSE195AP1OE4PLEO04507
wyvw.drreddys,com
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Dr.Reddy’s ‘_’o.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-€
Vill. £hol, Nalagarh Road, Baddij,

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

CEPTHOUKAT AHAJIU3A

Tel £ +91 08166 55001-02

wivvr.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykr: Keropoa®™ Ixenpece (ketoponak) Tabiery, ANCHeprupyeMbie B HOJ0CTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / - V2500135 Batch Quantity / 3600000 tab /
Cepus Ne ‘ Oo6Bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002806377 Date of Analysis / - 07.02.2025
AHannTHyeckuii oTyer No JlaTta ananusa
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
Jara npousBoacTsea Ionen 1o
Mfg. License No. /

) MA number: / . JIII-Ne(004669)-(PT -
IIponsBoacTBeHRas : MNB/05/263 Howmep PY " RU)

JIMneH3Ha No

Analysis performed according ND: / Ananus nposenen o HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ C1p. 6 n3 9

i:) Test / Tloka3zaTens Results / PesyabTaTsi Specification / Hopma
9 Residual solvents / OcTaTo4Hble OpraHuYecKHe pacTBOPUTEIH

Isopropyt alcohol / 3 pgftab /

H3zonponaHon

3 MKr B TabuseTKe

Not more than 350 pg/tab. /
He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Muxpo6uosoruueckas uucrora*

Total Aerobic Microbial
Count / o61iee yucno

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

OaHopoaHocTh
n_mupnna ITELIY @Y

NA
a3pOOHBIX MUKPO-
OpTraHHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob1mee yucno NA He 6onee 10> KOE/T;
IOPOXKEBBIX U TUTECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T,
11 Uniformity of dosage units / 3.9 Acceptance value (4V) not more than

15.0 Tloxkazarens npuemnemoctu (AV)
nomren OLITL 1o Gomoo 15,0.

Remarks : The Product conforms to ND/
[pumeyanue: IIponykTt cootBercTByeT Tpebopanusam HJT

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Rama kant

s i

IposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonurens
Pavan Kumar Sharma ;{li__——:—-

Reprint Date /
Jata: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Hata: 07.02.2025

Fesictored Office: 5-2-327, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
I Tal: <01 40 4500 2900, Fax: +91 40 4400 2599, Email: mail@drraddys.com
CIN: L85195AP1934PLCOGASGTY
wway.drreddys.com




Di- Reddy's Laboratories i,
.“ Formuiation Unit-6
D Reddy’s .. Vill. kKhot, talagarh Road, Bag g,
r. ’ CERTIFICATE OF ANALYSIS Distt. Soian, H.P., 173 205, INDJA
CEPTHDUKAT AHAJIH3A Tely +8158366 5600102

v drreddys.com

Product z Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxyxkr : KeTopoa® Yxenpece (ketoponax) tabuerin, AHCIePrupyemble B MOJIOCTH pra, 10 mr ____
Market / PoiHok :Russia / Poccus |
Batch No / - V2500135 Batch Quantity / . 3600000 tab /
Cepusi N2 ' O6bem cepun " 3600000 Tab
Analytical Report No / 040002806377 Date of Analysis /. ) 1) 2005
AHajiuTHYecKHH oTUeT No Jara anannza
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
Jara npoH3BOJACTBA Iogen go |
Mfg. License No./ . N L5
Mpestsmoncracia MNBIOS/263 Mamumber:/  JILNOUGOS) T
Jiienzus Ne
Analysis performed according ND: / Ananns uposejen no HJI: JII-Ne(004669)-(PT-RU)-190224 N
Page 7 of 9/ Crp. 7u3 9
ioo Test / Noka3zaTean | Results / Pe3yabTaThi Specification / Hopma
12 Assay / KonnuecTeennoe 10.0 mg/ 10.0 mr From 90mg to 11.0mg  of
onpenesicHHe (100.1 %) Ci1sH1aNO3*C4H [ |NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 Mr CisHi3NO3*C4H,;NO;
(keTopoJiaka TpomeraMuH) (OT 90,0 mo
110,0 % ot 3asBnenHoro konuuecTra) B
TabneTke.
13 Butylhydroxyanisole 0.0909 mg/tab / Not less than 0.042 mg/tab. /
content / Copep:xanne 0.0909 mr B TabieTke He menee 0,042 mr B Tabnerke.
OYTHIITHAPOKCHAHM30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBku (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 Ttabnerox B
information leaflet in a carton 6aucTepe u3 (ITA/AJI/TID c
pack. / Ilo 10 Tabrnerox B sraronornotuteneM/[13BIT) ¢oneru //
6mucrepe w3 (TTA/AJI/IID ¢ | (ITD/AJ) doneru. Mo 1 wim 2 Gnuctepa
Braronorjoturesnem/[TOBII) BMECTE C NHMCTKOM-BKJIAAbILIEM B ITa4Ky
oneru // (TIY/AT) dankru Tln | waprouwyia,
2 6aKcTepa BMECTE ¢ JIHCTKOM-
BKJIA/IBIIIIEM B HauKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilponykr coorercrayer TpeGoanusam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Rama kant IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoauress
&l\ ‘ ¢ Pavan Kumar Sharma -
o2 L =
Reprint Date / : Reprint Date / Reprint Date /
Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025
fegistered Qifice: B-2-237, foad 2, Banjara Hills, Hyderahad - 500034, Telangana, India

VLAQ 2900 2999, Email: mail@drreddys.com
195AP19EAPLCO0AS07

vy drreddys.com

Tei: 481 40 4500 28
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Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Lid
Formulation Unit-6
Vill. ¥hol, Malagarh Road, Baddij,

Solar, H.R, 173 205, INDYA

N
DLl

CERTIFICATE OF ANALYSIS et st e S60071-07
CEPTUOHUKAT AHAJIM3A ow drreddve.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoaykt: Keropoa® Sxenpece (keTopoaak) TaGuerky, Ancneprupyemble B 0I0CTH pra, 10 mr
Market / PoiHok :Russia / Poccus
Batch No / - V2500135 Batch Quantity / - 3600000 tab /
Cepus Ne ' O6bem cepun - 3600000 Tab
Analytical Repovrt No / - 040002806377 Date of Analysis / . 07.02.2025
AHagMTHYeCKHH oTYeT No Jara aHammsza
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
Jara npoussoacrea Togen mo
MIg. License No. / _ MA number: / . JII-Na(004669)-(PT -
IIponsBoacrBennas : MNB/05/263 :
Homep PY RU)
Junenzna Ne
Analysis performed according ND: / Ananaus nposeen no HJI: JITT-No(004669)-(PT-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.

* [1pu BbInycKe JIEKAPCTBEHHOr0 NPeNapaTa KOHTPOJb Ka4eCTBa 10 M0KA3aTeNI0 «Mukpo6HoJioruuecKkas
YHCTOTa) MPOBOANTCS /IS KaxA0i 20-0ii cepuu, MM 1/t OAHOI CEPHM B IO, B 3aBUCHMOCTH OT TOT0, YTO

HAaCTyINIUT paHbIUe.

API name / HanmenoBanne A®C:

Ketorolac tromethamine / Keroponaka tpomeramun

INN/ MHH:

Ketorolac / Keroponak

API manufacturer batch number /

TJd:

Howmep cepun npoussogurens ADPC: BIRI007ELS
FP Manufacturer API Batch number /
Howmep cepnn cyGcTaHIHU IPOH3BOAHTENS FERAO00488

API Manufactured by & country /
Ilpoussogutens A®C, crpaua:

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

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

HaunmenoBanne, aapec, JHIEH3HS 115
IIpoussoacreenHas niomaaka / Ilnomagka
KOHTPOJisi KayecTBa / Tliomanka Beinyeka

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

H-p Pennu’c Jlaboparopuc Jlta., Uuaus, TIpousBoAcTBeHHOE
noapaszaesenue-6, Bunn. Kxons, Hanarapx Poya, banau, Juctpukr
Conan, X.I1., 173205, Uuus (auuensus 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/

ITpumeuanue: [Tponykr cootBetcTayeT Tpebosanusam HJJ

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
Tloarorosneno: Rama kant

bt

Checked by /
IIporepeHo:

Approved by: Manager/Executive /
Pardeep Kumar | OnoGpeno: Menemxep / PykoBoanrens
p Pavan Kumar Sharma

o

P

(_/l'fy

Reprint Date / k
Hara: 07.02.2025

Reprint Date /
Hata: 07.02.2025

=

Reprint Date /
Hara: 07.02.2025

Registered Qffice: &-2
Tool: +971 50 40

1G34PLT004R07

&/
v drreddys.com




Di. Reddy's Laboratories itd.
Formulation Unit-6
Vill. Khol, Malagarh Road, Bacidj,
Distt. Sotan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS i
CEPTHPUKAT AHAJIM3A

Qe
Dr.Reddy’s Q_'.

01 QR/146 RENN1-N2

www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hpoaykt: Keropoa® Jkenpece (xeropoaax) Ta0JIeTKH, ANCTieprupyemMbie B 1010¢TH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / - V2500135 Batch Quantity / . 3600000 tab /

Cepna Ne ' O6Bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002806377 Date of Analysis / - 07.02.2025
Axanurhyeckuii oTuer Ne HdaTa anannza B

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

Hara npoussojicraa T'ogen go

Mfg. License No. / . .
IlpoussoacTeennas : MNB/05/263 MA number: / . JUI-Ne(004669)-(PT -

Homep PY RU)
JuueH3us Ne )
Analysis performed according ND: / Ananus nposexen mo HJT: JII-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».

3akarouenne o coorsercTBHA: «Hactosmum s IIONTBEPKAr0, YTO NPUBEACHHAS BBILIE WHGOPMALHS SBISETCS
AOCTOBCPHOH M TOYHOH. DTa CEpHsi HPOMYKIUH IIPOH3BEICHA (BKITIOYAs ymakoBKY (MapKHpOBKY) H KOHTPOJIb
KayecTBa) Ha BBINICYKA3aHHOM NPOM3BOICTBEHHON IIIONIAIKE (romaakax) B MONHOM COOTBETCTBHH C
TpeboBanusmu Tpasun Hamnexameii mpoussBoscTBEHHO npakTHku Espasuiickoro skorommueckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTs6ps 2022) u TpeSoBaHHAMHE KOHTPOJIS KAYECTBA IEKAPCTBEHHBIX CPeCTB,
d TAKIKE B COOTBETCTBUM CO CHEMHPHKAIMAIME, CONCPIKANMMUCS B PETHCTPALHOHHOM J0ChE CTPaHBI-NMIIOPTEPA.
3aIHcH 1O HPOH3BO/ICTBY, YIIAKOBKE M AHATH3Y IPOBEPCHEI, H YCTAHOBAEHO HX COOTBETCTBHE TpeboBaHuam [Tpasmn
HaJIJIeXalled TPOU3BOJCTBEHHOM IPAKTHKH EBpa3suiickoro skoHOMHYeCKOro Cor3a.

Remarks : The Product conforms to ND/
[lpumeuanue: [poayKT cooTRETCTRYET TpedoBanusmM HJJ

Conclusion : APPROVED /
3akaoyenne: OQJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosieno: Rama kant Hpoeepeno: Pardeep Kumar | OnobpeHo: Menemxep / Pykgeoaurens
Pavan Kumar Sharma S
Reprint Date / Reprint Dale / Reprint Date /
Hara: 07.02.2025 Hara: 07.02.2025 Mara: 07.02.2025
Registared Ofilca, 8-7-337, Road Mo, 3, Banjara Hills, Hyderabad - 500024, Telangana, India
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