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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Ikcnpece (keroponak) TabeTKH, AuceprupyemMblie B NOJIOCTH pTa, 10 mr

Market / Poinok

‘Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne D O0neM cepun " 3600000 tab

Analytical Repoort No/ - 040002851842 Date of Analysis / . 20.03.2025

AHanuTHYeCKHH oTyeT Ne Jata aHanu3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npousBoacTBa T T'omen no

Mfg. License No. / . o

Ipon3BoAcTBeHHAS : MNB/05/263 S8 UMb D a0 4602) ==
Homep PY RU)

Juued3us Ne

Analysis performed according ND:

/ Auanns nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 10of9/Crp. 1 w39

No . ]
N Test / [lokasaTeab Results / PesyabraTsl 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. / Kpyrnse
side. / Kpyrusle njockue iockue TabneTkd ¢ ackol, cBemio-
TabneTky ¢ packoii, ceeTIO- KENTOro LBETa € IPaBMpPOBKOH «» Ha
KEJITOrO LIBETa C rPaBUPOBKOM OJIHOI1 CTOPOHE.
«l» Ha omHOI cTOpOHE.
2 Identification / HaenTuduxanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / YO-cnekTpbl NOMIOMIEHHA
UCMBITYEMOTO  pacTBOpa W pacTBoOpa
cTaHmapTHOro  ofpa3na  KeTopoJiaka
TpOMeTaMHHa JOJIKHBI HUMETh
MaKCHMYMBI TIpH OZHOH M TOMH X€ JNUHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpoaykTt cooTBeTcTBYET TpebosanusM HJI 3akaruenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: Rama kant IMpoeepeno: Santosh Kumar | Ono6peno: Mernemxep / Pykosoaurens

Maurya 0 Amit Kumar f\ /;
Reprint Date / Reprint Date / Reprint Date / i
Jara: 20.03.2025 Hara: 20.03.2025 Jara: 20.03.2025

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500634, Telangana, Indin
Tel: 297 40 1900 2900, Fax: +91 40 4200 2999, Email: maii@drieddys com

CiN: L85195APISE4PLCU04507
ww . drradays.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

poayxr: Keropoa® Drenpece (ketoposiak) TabaeTKH, AncieprupyeMsie B 10J0cTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepns Ne j MEED O0beM cepuH " 3600000 Tab

Analytical Repourt No/ - 040002851842 Date of Analysis / . 20.03.2025

AnannTudeckuii oruer Ne Jlara anannsa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jara npoussoAcTBa TI'oaen g0 -

Mfg. License No. / . .

IIpousBoacTBeHHast : MNB/05/263 Sl numiber: g ERISN(HUES60)=(ET=
Homep PY RU)

JadueH3us Ne

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

Page 2 of 9/ Crp. 2 u3 9

No
No

Test / IToka3zaTesn

Results / Pe3yabTaTbl

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 ynepxuBaHuA
OCHOBHOTO TNHKa Ha XpoMaTorpamme
HCOBITYEMOTO pacTBopa JOOJDKHO
COOTBETCTBOBATH BPEMEHH YNCPKHUBaAHHA
OCHOBHOTO TNMKa Ha XpOMaTorpamme
pactBopa CTaHJapTHOrO obpasia
KeTopoNiaka  TpoMmeTamMHHa  (pasfaen
«KonnuecTBEHHOE ONpeeNICHHED).

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykt coorBercTRyeT TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosineHo: Rama kant

\

Checked by /
Iporepeno: Santosh Kumar
Maurya

{
"

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauresns

Amit Kumar L
NZ—

Reprint Date /
Hara: 20.03.2025

Reprint Date /
Hara: 20.03.2025

Reprint Date / \
JHara: 20.03.2025

E i i H craa 334 Telanoan: e
Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Teiangana, Inctia

Tof: +91 40 4900 2900, Fax; +91 40 4200 2999, Email: mail@drraddys.com

CIN: L85 195APLS84PLCOD4A507

wWwwL I reuays.coin
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

M poaykr: Keropoa® Jxcnpece (keroposak) TabieTk, AHCIeprupyemMelie B oJ10cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusn Ne V2500444 O0Bem cepun * 3600000 tab

Analytical Repovrt No/ - 040002851842 Date of Analysis / . 20.03.2025

AHajgurH4YeckHii oTueT No JlaTa anannza

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

Jara npousBoacTsa T'open g0

Mifg. License No. / . .

ITpousBoacTBeHHAast : MNB/05/263 e EES / . T-Ne(004665)-(PT -
Homep PY RU)

Junenzus Ne

Analysis performed according ND:

/ Ananus nposenex no H: JIII-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3m39

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«CopnepxaHue
OYTUATHAPOKCHAHU30JIa»).

i.f Test / [TokazaTenb Results / PesyabTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCcTBYET The retention times of 2-
Bymunzudpokcuaruzon 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
yIePKUBAHHS TTHKOB
2-6yTUATHAPOKCHAHHU30JIA u
3-6yTUArHAPOKCHAHHU30I1a Ha

XpoMaTorpaMmme HCIbITYEMOTO paCTBOpa

JOJDKHBl  COOTBETCTBOBATH  BPEMEHAM
YIEPKUBAHUA [THKOB
2-0yTUNTUAPOKCHAHH30]1a u
3-6yTUNIrUAPOKCHAHH30]1a Ha

XPOMATOrPAMME PACTBOPA CLAHUAP IHUIY
obpasua OyTunruapokcuaHusona (pasaen

Remarks : The Product conforms to

ITpumeuanue: [Ipoaykt cooTseTcTBYET TpeboBaHusaM HJI

ND/

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
IMToarorosneno; Rama kant

Checked by /
Iporepeno: Santosh Kumar
Maurya ‘@

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauress
Amit Kumar L

N

Reprint Date /
Hara: 20.03.2025

Reprint Date /
JHata: 20.03.2025

Reprint Date / |
Hara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Ranjara Hilfs, Hvderabad - 500034, Teiangana, India
Tol: +91 20 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLCU04507

WY, drreuoy's.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Dist. Solain, H.P., 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoaykr: Keropon® Dkenpece (keTopoak) Tabj1eTKn, AHCIeprupyemble B 1010¢TH pra, 10 mr

Market / PoiHoKk :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne S O61em cepun " 3600000 Tab

Analytical Repovrt No/ - 040002851842 Date of Analysis / - 20.03.2025

AHaguTH4YecKMii oTyeT Ne Jata ananunsa

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

Jdarta npoH3BOACTBA T'onen go B

Mfg. License No. / ) .

TponssoacTBenMasn . MNB/05/263 B DumbER/ . JIO-N2(004669)-(PT-
Homep PY RU)

JuneHzHs Ne

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

Page4 of 9/ Crp. 4 n39

1;.00 Test / [loka3zaTennb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeqnsis 70.2 mg /70.2 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca ; Ot 67,2 mr go 72,8 mr (70,0 Mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OnHOpoaHOCTb Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oonee =+ 10 %;
2/20 tabneTok — He 6osiee = 20 %.
4 Disintegration time / 00 min 18 sec / 00 mun 18 cex Not more than 3 min. / He 6onee 3 Mus.
Pacnapaemoctn
5 Dissolution / PacTBopeHue Unit-1/ Ta6a-1 100 % Not less than 75% (Q) of
. Ci5sH13NO3*C4H;1NO; (ketorolac
Unit-2 / Ta6-2 100 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 96 % 75 % Q Ci5sH13NO3+C4H11NO3
. (keToponaka TpOMETaMHUH) uepe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Ta6a-5 98 %
Unit-6 / Ta6a-6 102 %

Remarks : The Product conforms to ND/
[Mpumeuanne: Ilpoaykrt coorBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramg kant IIpoBepeHo: Santo's)l}'Kumar Ono6peno: Menemkep / Pykosoautesns
! Maurya (¥ Amit Kumar L
@“/F = N
Reprint Date / ' Reprint Date / Reprint Date / J
Hara: 20.03.2025 Mara: 20.03.2025 Hara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Tetangana, India
Tel- +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC1O4507

www.direddgys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Diste. Solan, H P, 173 205, IPDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropos® Ikcnpece (keToponax) TabieTkn, ANCIeprupyeMble B M0J0CTH pra, 10 Mr

Market / Poinok

:Russia / Poccust

Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne % raiies O0Bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002851842 Date of Analysis / . 20.03.2025
AHanuTHYecKHii oTyer Ne Jarta ananunsa
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

JlaTta npou3BoacTBA TI'oxen 1o
Mfg. License No. / ] s
IpouseoacTBennas : MNB/05/263 ISR LR ; SE-Ne(004662)=(El=

Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Auanus nposenen mo HJ/L: JITI-Ne(004669)-(PI'-RU)-190224

Page5of 9/ Crp.5n39

1;.00 Test / [TokazaTeanb Results / PeyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTh 710 um sieve is formed. / O6pa3zyeTcs
OJHOPOIHAs CYCMEH3Ms, NPOXOIsuas
CKBO3b CHTO C pa3MepoM OTBEPCTHIA
710 MKM.
7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcuatator
KeTopoJaka

1-keto analog of ketorolac /
1-KeToaHanor KeTopoaka

unidentified impurity /

e IMHUYHAsl
HenIeHTHYHUIHPOBaHHAS
NpHUMech

total impurities /
CyMMa npuMecei

Below LOQ (LOQ = 0.0032 %) /
Huzke npenena KoJTHYECTBEHHOTO
onpeaenenus ([TKO = 0.0032%)

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

0.03%

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

0.03%

0.1%

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

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

8 Water content /
Coaep:kaHue BOABI

2.5%

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

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

Ilpumeuanue: IIpoaykrt coorBercTByet Tpebosanuam HJI Zaxarwuyenne: OJJOBPEHO

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

IToarorosneno: Rama kant IMposepeno: Santosh Kumar | OnobpeHo: Menemxep / PykoBoaurens
Muauryu Aunit Kuina =

Reprint Date / 1 Reprint Date / Reprint Date / v

Jara: 20.03.2025 Hara: 20.03.2025 Hara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Huderabad - 500034, Talangana, India
Tol: 491 20 1900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIM: L85195AP1584PLCN04507
www. driedays.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, ialagarh ioad, baddi,
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpece (keToposiak) TabaeTkH, AMcneprupyemMsie B nos10cTa pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne 3 V2500434 O6bem cepun ~ 3600000 Tab
Analytical Repovrt No/ - 040002851842 Date of Analysis / - 90.03.2025
AHaauTHYeCKHI oTUYeT No JlaTa aHanH3a
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027
Jara npon3BoAcTBa Tonen o
Mfg. License No. /

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

JHneH3ns Ne

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

Page 6 of 9/ Ctp. 6 13 9

NNﬂO Test / IlokazaTennb Results / Pe3yabTaTbl Specification / Hopma
9 Residual solvents / OcTaTo4yHble OpraHH4YecKHe PaCTBOPHTE/IH

Isopropyl alcohol / 07 pg/tab /

Wsonponanon

07 MKrT B TabneTke

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

10 Microbiological purity*/ Mukpo6uosorudyeckast yucrora*

Total Aerobic Microbial
Count / obl1ee YUCIIO

not more than 10° CFU/g; /
He Gonee 102 KOE/r;

OnpHopoaHOCTDL
J03UPOBAHHBIX eANHUI]

NA
a3pOoOHBIX MUKpPO-
OpraH13MOB
Total Combined Yeast and not more than 10*> CFU/g; /
mold count / o61ee YHCITO NA He 6osee 102 KOE/T;
JIPOMOKEBBIX W IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T
11 Uniformity of dosage units / 58 Acceptance value (4V) not more than

15.0 Tlokasarens npuemyeMocTH (A7)
JnomkeH ObiTh He 6onee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT coorBeTcTBYET Tpeboanusm HJL

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by / Checked by /
IToarorosneHo: Rama kant

L

Maurya

IIposepeno: Santosh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykopoauresis
Amit Kumar \

T

Reprint Date /
MHara: 20.03.2025

Reprint Date /
Jara: 20.03.2025

J
Reprint Date / !
Hara: 20.03.2025

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India

Tel: 491 40 4900 2900, Fax: +91 40 4800 2999, Email: maif@drreddys.com
CIN: L85 195AP1LEIPLCUNL507
www.drredays.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formuiation Unit-6

Vili. Khol, Malagarh Road, Bacdi,
Distt. Solan, H.B, 173 205, iMDi&
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykt: Keropon® Dkenpece (keTopoiak) TabieTKH, JHCHEprHpyeMble B M0J10¢TH pTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne A O6beM cepay " 3600000 Tab

Analytical Repog‘t No/ - 040002851842 Date of Analysis / . 90.03.2025

AHaTUTHYEeCKHH oTyeT No JlaTa anHaausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npon3BoAcTBa T'open go

Mifg. License No. / . .

Ilpon3BoAcTBEHHAS : MNB/05/263 Sl moniber: T palis gty
Homep PY RU)

Junen3usa Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 7of 9/ Crp. 7u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6mucrepe w3 (IMA/AJUTID ¢
Bnaromnornorurenem/I12BIT)
doneru // (II3/AJ1) ¢onsru. Ilo
2 Onucrepa BMECTe C JINCTKOM-
BKJI/IBILIEM B nayky
KapTOHHYIO.

1}: Test / IlokasaTennb Results / PesynbTathl Specification / Hopma
12 Assay / KosinuecTBeHHOE 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpejeJsieHHe (100.1 %) CisH13NO3+C4H [ 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 mr Ci15H13NO3*CsH 1NO;
(xeToponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBIEHHOTO KONUYECTBa) B
TabneTke.
13 Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0965 mr B TabneTke He menee 0,042 mr B TabseTKe.
Oy THATMAPOKCHAHU301A
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

2 blisters with patient information leaflet
in a carton pack. / [To 10 Tabnetok B
6aucrepe u3 (TTA/AJI/HD c
snaronornotutenem/[I1OBIT) donsrn //
(I13/AJ]) doneru. Ilo 1 unu 2 6nucTepa
BMECTE C JINCTKOM-BKNABIIIEM B ITayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBannsam HJJ

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Hara: 20.03.2025

Jara: 20.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama kant ITposepeno: Santosh Kumar OnobpeHo: Menemxkep / PykoBonuresns
Maurya f}/‘-n Amit Kumar v
1/ - (\(/
Reprint Date / Reprint Date / Reprint Date / '

Jara: 20.03.2025

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

Tel: 491 20 1900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L85 195AP1584PLCO0AS0Y

www.drredays.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keroposn® Dxcnpece (keToposak) TabaeTku, JHCIEPrHpyeMble B IOJOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne iy O61bem cepHH " 3600000 Tab
Analytical Repo\}'t No/ - 040002851842 Date of Analysis / . 20.03.2025
AHanuTHvecKknii oTdeT No Jara ananuza

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

JaTa npou3BoACTBA - T'ozen no

Mfg. License No. / . .
IIpon3BoacTBeHHAs : MNB/05/263 M2 mumBers/ : JIII-Ne(004669)~(PT -

Homep PY RU)
JHneH3us Ne
Analysis performed according ND: / AwaJyin3 npoBeges no HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Ctp. 8 u3 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.
* [Ipu BbINYCKe JIEKAPCTBEHHOIO MpenapaTa KOHTPOJIb KauecTBa Mo nokasartenio «Mukpobuonornieckas
YMCTOTA» MPOBOAUTCA AJIA KaxKA0i 20-0ii cepuu, I AJIS OAHOI CEPHM B T0ll, B 3aBUCHMOCTH OT TOI'0, YTO
HACTYIUT paHbLIE.

API name / HaumenoBanne A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/ MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABRH007887, ABRH008105

Homep cepun npouzsoanTteys ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIIHH NTPOU3BOAUTEIS FERA00522, FERA00559

TJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Mpouseoantenr AD®C, cTpana: H-p Pennu'c Jlaboparopuc Jitn., Muaus

Name, address, authorization No for ¥P 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) /

HaumeHoBaHHe, aJpec, THIEH3H 1 I-p Peanu’c Jlaboparopuc JIta., Uuausd, IlpoussoacteeHHoe
IIpouspoacTBeHHasn miowanka / Ilmomanka noapaszaenenue-6, Bunn. Kxons, Hanarapx Poyn, bamau, JJuctpukt
KOHTpoJsi KayecTsa / Ilnomaaka Beinycka Conan, X.II., 173205, Uuaus (muuensus somep 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 /

Ipumeuanue: [TpoxykT cooTBeTcTBYET Tpebopanusam HJI 3aximouenne: OJOBPEHO

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

[Doarororneno: Rama kan TMposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosomurens
Maurya j}l- Amit Kumar N

Reprint Date / Reprint Date / Reprint Date / |

Jlara: 20.03.2025 Jata: 20.03.2025 Jara: 20.03.2025

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




Dr. Rerdy's Laboratories Ltd.

‘. >

K e Formulation Unit-6

Dr. Reddy s ® Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Jel : +91 55165 56001-02

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A , .y
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Dxcnpece (keTopoJiak) TaGaeTKH, AHCIEPrupyeMble B MOJIOCTH pTa, 10 Mr
Market / PoiHoK :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne 1| ¥2500494 O6bem cepun " 3600000 Tab
Analytical Repo\}'t No/ - 040002851842 Date of Analysis / . 20.03.2025
AHasuTHYecKHi oTueT Neo JlaTa ananusza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Jara npou3BoacTBa I'ogen no -
Mifg. License No. / . .
IlpounsBoacTBeHHas : MNB/05/263 SICUDEKE ; JII-Ne(004669)-~(PT-

Howmep PY RU)
JiHIeH3us No
Analysis performed according ND: / Anaan3 nposegen no HJI: 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».

3ak/04eHHe 0 cooTBeTCTBHH: «HacTogmum s moaTBepIKAaro, 4TO IPUBEACHHAs BbIIIE MHQOPMALUS SABIILETCS
JIOCTOBEPHON M TOYHOM. DTa cepus NMPOXYKLHH NMpOU3BeJeHa (BKIIOYas YNAaKOBKY (MapKHpPOBKY) M KOHTPOIIb
KayecTBa) HA BBIIIEYKA3aHHOM IIPOM3BOJACTBEHHOM IUIomIafke (IJIOMIAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBandsamMu [IpaBui Hamjiexallel NpOM3BOACTBCHHOH ImpakTHKH EBpasmifckoro skoHoMH4ecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa0ps 2022) u TpeboBaHUAMH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHEIX CPECTB,
a TaKKe B COOTBETCTBUH CO CIENM(DUKANUIMH, COACPKAITUMHUCS B PETUCTPAlMOHHOM JOCHE CTPaHBI-UMIIOPTEpA.
3anmcH 10 IPOM3BOJICTRY, YIIAKOBKE M AHATU3Y IIPOBEPEHEL, U YCTAaHOBJIEHO X COOTBETCTBHE TpeboBanusam [Ipasu
HaJIe)xaniei Mpou3BOACTBEHHON IPaKTUKU EBpazHiCKOro S5KOHOMUYECKOIO COK03ay.

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

[Tpumeuanue: ITponykT cootseTcTBYET TpeboBanusam HJI 3akawuenue: OJOBPEHO

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

IMoarorosneno: Rama kant IMpoeepeno: Santosh Kumar | Ongo6peno: Menemkep / Pykopoauresb

&d\ Maurya @( Amit Kumar e

s N

Reprint Date / \ Reprint Date / Reprint Date / \

Jara: 20.03.2025 Jata: 20.03.2025 Jara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.diredays.com




