Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories (id.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.coin
CEPTHOUKAT AHAJIU3A

Page 10f8/ Crp. 1 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
[ IMponyxr: M6ykaun®, TabaeTKH, NOKPBITHIE IIEHOYHOI 06010uKoii, 400 Mr + 325 Mr

e

Market/ PpiHok :Russia / Poccust

Batch No / . Batch Quantity / _~ 800000.0 tab /

Cepust Ne + V2401581 O6neM cepuu " 800000.0 Tab

Analytical Repo:‘t No/ . 040002623595 Date of Analysis / - 90.08.2024

AHaguTHYecKHH oTyeT Ne JarTa anaimnza

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JaTta opou3BoAcTBa Togen go

Mfg. License No. / MA number: /

IIpouzBoacTBeHHAs : MNB/05/263 : » JIII-Ne(003654)-(PT-RU)
Homep PY

JIHIeH3us No

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

Ne |Test/ IlokazaTteinb

Results/ Pesynstatsl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-side
one-side scored tablets; white core at|scored tablets; white or off-white core at the
TabneTku | cross-section. / TabneTku KancyaoBUaHON
KancyJnoBHIAHONH (DOPMBI, TOKPHITHIE|BOPMBI, OKPHIThIE IIEHOYHOH 060J104KOH
IIEHOYHOM 060JI0YKOM 0paHKeBOro| OPaHKEBOTo LBETA, C PUCKOH Ha OJHOH CTOPOHE;
1[BETa, C PUCKOIf Ha OJIHON CTOpOHE;|Ha MONEepPEeYHOM paspese — sapo Oenoro win

the cross-section. /

Ha IONEpPCYHOM pa3pe3e — AApO|MNMOHUTH Oenoro nBera.

OeJoro LiBeTa.

| Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootBercTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ankit

Checked by /
[Tpoeepeno: Santosh Kumar
— | Maurya \’é_

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

[I
Pykooautens Manoj Kumar \‘L’g‘i"f_ﬂ

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hata: 20.08.2024

Registered Cifice: 38-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India

CIN: L85195AP1984PLCOJ4507
wwwdrreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIU3A

Page2 of 8/ Ctp. 2 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: Hoykaun®, TaéaeTkn, NOKpbITHIE MIIEHOYHOI 06010UKO, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne - V2401581 O6bem cepun " 800000.0 Tab

Analytical Report No / . 040002623595 Date of Analysis / . 20.08.2024

AHaJUTHYeCKHH 0TyeT Ne JaTta ananusza

Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029

JaTa npoM3BOACTBa T'open no

Mfg. License No. / MA number: /

MpouseoacTeeHHas : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)
Homep PY

Jaunenzus Ne

Analysis performed according ND

: / Ananuns nposeaen mo H/: JIII-Ne(003654)-(PI-RU)-101123

2 |Identification /
ITop1uHHOCTH

Complies as prescribed/
CoO0TBETCTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHna ymep)KMBaHHS OCHOBHBIX IIMKOB Ha
XpOMaTorpaMme HCIBITYEMOTO pacTBOPa IOJKHbI
COOTBETCTBOBATH BpeMEHaM YIEepXKUBAHHs IHKOB
Ha XpoMaTorpamMMe pacTBOpa CTaHJapTHBIX
o6pazuoe ubynpodeHa u napaueramosa (pasaen
«KonmuecTBEHHOE ONpeeICHHEY)

3 |Average tablets weight /
Cpennsis macca TabieTok

972.8 mg/972.8 mMr

940.9 mg to 999.1
(970.0 mg £ 3.0 %) /

Ot 940,9 MT Jifs)
(970,0 Mr £ 3,0 %)

mg

999,1 MI

4 |Disintegration /
Pacnagaemocrs

07 min 39 sec/ 07 muH 39 cek

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cootBeTcTBYET TpeboBanuam HJL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hara: 20.08.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toproroeneno: Ankit ¥ [Tposepeno: Santosh Kumar /Onodpeno: Menekep / \)—;Lﬁ "

/] Maurya Pykosoautens Manoj Kumar "7 1
Reprint Date: Reprint Date: Reprint Date:

JHata: 20.08.2024

Jara: 20.08.2024

Registered Cffice: 8-2-337, Noad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4960 2900, Fax: +91 40 4900 2998, Email: meaii@drreddys.corm
CIN: L85195AP1984PLCOD4507

www.drreddys.com




Dr.Reddy’s Qf

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDI|A
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UAKAT AHAJIM3A

Page3 of 8/ Crp.3 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykr: M6ykaun®, TabaeTku, NOKpHITLIE IIEHO4HOI 060104K0ii, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccusg

Batch No / - V2401581 Batch Quantity / . 800000.0 tab/

Cepust Ne ) OGbem cepuu " 800000.0 Tab

Analytical Report No/ . 040002623595 Date of Analysis / - 20.08.2024

AnaauTudeckuii oryer Ne Jarta anaiuza

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JaTa npou3BoAcTBa I'onen go

Mfg. License No. / MA number: /

IponzBoacTBeHHAsA : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

JuneH3us No

Analysis performed according ND: / Anasin3 nposeaen mo HJI: JITI-Ne(003654)-(PT'-RU)-101123

S |Dissolution /

Pacreopenne
97 % to 100%

97 % to 101%

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H;s0, (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHyNO: (paracetamol)
after 30 min /

He wmenee 70 % (Q) CsHoNO: (mapaueramon)
yepe3 30 MUH

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoacTeeHHbIE NpHMeECH than 0.005% /
Method 1/ Metogn 1 4-amyHodeHONn (mpuMech MapaueTamona) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.04% paracetamol) - not more than 0.3% /
Jwobas egunuyHas npuMech (ubynpodeHa unu
napaueramona) He 6onee 0,3 %
0.04%
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1 + Metog
2) ne 6onee 0,7 %
7 |Water / Boga 1.8 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykt cooTBeTcTBYET TpeOoBaHUAM HJI

Opinion : APPROVED
3aknwuenne: OJIOBPEHO

Prepared by / Checked by /
[Toarorosneno: Ankit
Maurya

[Tpoepeno: Santosh Kumar

o

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PykoBoautens Manoj Kumar M

Reprint Date:
Jata: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzna, India
Tel: +91 4G 4960 2900, Fax: +91 40 4900 2998, Erail: maii@drredadys com
CIN: L85185AP198IPLCOY4507

wwwdrreddys.com




Dr.Reddy’s Q’:’

Dr. Reday's Laboratories Ltd.
Formulation Unit-6
Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P, 173 205, INDJA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUDPUKAT AHAJIU3A

Page4 of 8/ Ctp. 4 uz 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

MpoaykT: Moykinn®, Ta6JaeTKH, NOKPHIThIE IIEHOUHOH 060.104K0ii, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / - V2401581 Batch Quantity / ; 800000.0 tab /

Cepus Ne Oo0neM cepun 800000.0 Tab

Analytical Report No/ - 040002623595 Date of Analysis / - 20.08.2024
ApaJHTHYeCKHIT oTyeT No JlaTa anaau3za

Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029

Jata mpou3BojcTBa T'ogen go

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 Homep PY 1 JITI-Ne(003654)-(PT'-RU)

auuen3usa Ne

Analysis performed according ND: / Ananus nposenen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OnHOpOAHOCTD
JIO3UPOBaHHS 2.8
- ibuprofen / ubynpoden

- paracetamol / 1.3
napaueTamorn

Acceptance value (AV) should be not more than
15.0 /ITokasarens npuemieMocTd (AV) noskeH
ObITE He Oosiee 15,0

Acceptance value (AV) should be not more than
15.0 /Tlokazarens npuemieMoctd (AV) noyxeH
ObITH He Houee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr COOTBCTCTByeT TpeboBaumnsaM HJT

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by / Checked by /
IMToarotosneHo: Ankit

- IlpoeepeHo: Santosh Kumar

Approved by: Manager/Executive
/Opodpeno: Menemxkep /

Maurya PykoBoautens Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Jara: 20.08.2024 Hata: 20.08.2024 Hata: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, india

Tel: +91 40 4960 2900, Fax; +51 40 4800 2935, Ernail: meii@drreddys.com

CIN: L85195AP1984PLCO04507
wwvdreeddys.com




Dr.Reddy’s ‘%."

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td
Formulation Unit-6

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.coim

CEPTUO®UKAT AHAJIM3A

Page Sof 8/ C1p. S u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6ykaun®, Ta6aeTKn, NOKPLITHIE MIEHOYHOI 060104K0i, 400 Mr + 325 Mr

Market / Ppinok :Russia / Poccusg

Batch No / ) Batch Quantity / _ 800000.0 tab/

Cepus Ne VDRl O0bem cepun " 800000.0 Tab

Analytical Report No/ - 040002623595 Date of Analysis / . 20.08.2024

AHajguaTHYeCKHH oTdeT Ne Jata ana;m3sa

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
JlaTa DpOU3BOACTBA T'open no

Mfg. License No. / MA number: /

HpounsBogcTBeHHas : MNB/05/263 ) : JIII-N2(003654)-(PT"-RU)

Homep PY
JnneH3ns Ne

Analysis performed according ND

: / Anaius nposegen nmo HJI: JII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MukpobGuonoruyeckas
yucToTa®
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O61uee yhcao He 6onee 1000 KOE/r
a3pobHBIX
MHUKPOOPTaHU3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / Ob1uee NA He 6onee 100 KOE/r
YUCJIO APOXIKEBBIX U
IJIECHEBBIX TpHOOB
Shall be absent in 1lg / OtcyrcTBHEe B
¢) E. coli NA ir
10 |Assay / KoauuecTBeHHOE 360.0 to 440.0 mg of Ci3H 50, (ibuprofen) per

onpeaeJieHue

388.3 mg/388.3 mr

325.07 mg / 325.07 mr

tablet /

Ot 360,0 mr 10 440,0 mr C13H 30, (u6ynpoden) B
TabneTke

292.5 to 357.5 mg of CsHoNO» (paracetamol) per
tablet /

Ot 292,5 mr g0 357,5 mr CsHoNO, (mapanetamos)
B TabyieTke

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusM H/I

Opinion : APPROVED
3axmouenune: OJOBPEHO

Hara: 20.08.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosieno: Ankit [Tposepeno: Santosh Kumar /Opo6peno: Menemxep / \hﬂg LF
Ay Maurya [ PykoBoautens Manoj Kumar "1 Aa
4 e
Reprint Date: Reprint Date: Reprint Date:

Harta: 20.08.2024

Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Ryderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: mzii@drreddys.com
CIN: L85195AP1984PLCO24507

wwwedrreddys.com




Dr. Reddy's Laboratories Ltd
) Formulation Unit-6
.. Viil. Khol, Nalagarh Road, Baddi,
P Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UKAT AHAJIA3A

Dr.Reddy’s ‘

Page 6 of 8/ C1p. 6 u3 8

Product : Tbuclin, film-coated tablets, 400 mg + 325 mg
Npoaykr: M6ykaun®, TabneTKH, NOKPLITHIE MUIEHOYHOI 060J10uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust |

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne i V2401581 Oo6bem cepu " 800000.0 Tab |

Analytical Rep0ft No/ - 040002623595 Date of Analysis / . 20.08.2024

AnanuTHyecKkuii oryeT No JlaTa anajn3a

Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029

JlaTa npousBoacTBA I'open no |

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

JuneH3ng Ne

Analysis performed according ND: / Ananus nposeaen nmo HJI: JITI-Na(003654)-(PT-RU)-101123

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 Tabnetok |Ttabnerok B I1BX/Al 6xucrep. Ilo 1, 2 unu 20
B [IBX/Al 6nuctep. Ilo 1 6nuctepy |OnaMcTepoB B TAuKy KapTOHHYHO BMecTe ¢
B Na4yKy KApPTOHHYIO BMECTE C |MHCTPYKUMEH [0 MPHMEHEHUIO.

MHCTPYKLHEHN N0 NPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. /B cootserctuu ¢ HJIL.

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue [Tpu Temneparype He Bpiiue 25 °C.

14 | Shelf life / Cpox 5 years / 5 net
TOTHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.
* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be
absent from the Company's certificate of analysis.

IHpumeyuanue: CChUIKA B HOPMATUBHOMN AOKyMEHTalUUK npuBeleHbl Ha ['® PO XIV.
* [IpOBOAMTCS MPOU3BOAUTENEM PU BBIMYCKE MEPUOAMUECKH: 1S Kaxaoi 20-oii cepuu Ui He MeHee 1 pasa B rof.
[TokazaTeb MOXKET OBITH HE BKIIIOUYEH B CepTU(HUKAT aHa3a GUPMBL.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTBercTBYeT Tpeboanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarotopneno: Ankit Y | IIposepeno: Santosh Kumar /Ono6peHo: Menemxep /

A ~ | Maurya H%,,_ Pykosoautens Manoj Kumar w
Reprint Date: Reprint Date: Reprint Date:
Hara: 20.08.2024 Jara: 20.08.2024 Hara: 20.08.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCDD4507
wvvLdrieddys.com




Dr.Reddy’s Q':’

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

Viil. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND}A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.coin
CEPTUGUKAT AHAJIN3A

Page 7 of 8/ Crp. 7 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoaykt: H6ykaun®, TabieTky, NOKPbIThIE IUIEHOYHOI 060J04K0i, 400 Mr + 325 MP

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepust Ne s NMgaDEcH Q6bem cepun " 800000.0 Tab

Analytical Repog‘t No/ . 040002623595 Date of Analysis / - 20.08.2024
AnanuTHyecKuii oTyer Ne JaTa asanuza

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JaTa npousBoacTBa I'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAN : MNB/05/263 Homep PY : JIII-Ne(003654)-(PT-RU)

Junensus No

Analysis performed according ND: / Ananu3s nposeaen no HJT: JITI-Ne(003654)-(PT-RU)-101123

API name / Hanmenopanne ADC: Ibuprofen / U6ynpodber Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / TTapaueramon
e L RRnACHInCs e BnumpRey 1101/24/A-1169, 1101/24/A-1171 4096/24-25
Homep cepuu nponspoautens ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH MPOH3BOAUTEINA FERA00349, FERA00350 FERAO00309
JIdD:;

Pharmfi(zel;lt(i:i?sniciillsitzgdlndia / SmfiSshns, L hsmmaceuticdld
API Manufactured by & country / ’ Limited, India / lllpu Kpuiina

HOJI Kemukanc 31
IIpouszeoaurens ADC, cTpana: ®apmaceroTukanc Jlumuren,
dapmacbtoTkanc Jlumuren,
UHis 150201058

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

HaumenoBaHme, agpec, JHIEH3US JJid
IIpouseoacreennas niowajaka / Ilmomanka
KOHTpoJIA KayecTBa / Ilmomaaka BeImycka

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

I-p Pennu’c Jla6opatopuc Jita., Muaus, [IpoussoacTeentoe
noapasaeneune-6, Bunn. Kxons, Hanarapx Poyn, bapnu, Jiuctpukr
Conan, X.I1., 173205, Uaaus (uueH3us Homep MNB/05/263)

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [IpoayxT cootseTcTByeT Tpebosanusm HT 3akmouenue: OJOBPEHO

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

[Toarotosneno: Ankit [ | MposepeHo: Santosh Kumar /Ono6peno: Menemxep / \\ D) (

/;’ l . Maurya }l PykoBoautenrs Manoj Kumar 2,::——-

z ~ o

Reprint Date: Reprint Date: Reprint Date:

Jara: 20.08.2024 Hara: 20.08.2024 Jlata: 20.08.2024

Registered Cffice: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys com

CIN: L85195AP1984PLCO04507
wwyedrreddys.com




Dr. Reddy's Laboratories Ltd.
@ Formulation Unit-6
Dr. Reddy’s r Vill. Knol, Nalagarh Road, Baddi
¥ Distt. Solan, H.P., 173 205, IND|A
Tel 1 +91 98166 56001-02
CERTIFICATE OF ANALYSIS wwuw.drreddys.com

CEPTUOUKAT AHAJIU3A
Page 8 of 8/ Crp. 8 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg i
Mpoaykr: M6ykann®, Tab1eTkH, IOKPLITHIE IIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
| Cepust Ne : M2d0I58I O6vem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002623595 Date of Analysis / - 20.08.2024
Aganutnyeckuii oTyer Ne Jara ananu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
| IaTa npou3BOACTBA I"onen oo

Mfg. License No. / MA number: /

Ilpon3BoacTBEHHASA : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY

nnen3us Ne

Analysis performed according ND: / Anasu3 nposenen no HJI: JIII-Na(003654)-(PT-RU)-101123

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 (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».

3aK0YeHHe 0 COOTBETCTBHM: «HacTosuM S MOATBEP)KIAIO, UTO NPHBECHHAs BhIlE MH(OpPMALMs SBJISETCS
JIOCTOBEPHOM M TOYHON. DTa cephs MPOAYKLUMH MNpoM3BeleHa (BKIOYAs YMakoBKY (MapKHpOBKY) M KOHTpOJIb
KauecTBa) Ha BBIILEYKA3aHHON MPOM3BOACTBEHHOH IUIoWaaKke (MIOINAAKaX) B IOJHOM COOTBETCTBHH C
TpeGoBaHusAMU [IpaBui HaJJeXKaILEeH NPOU3BOACTBEHHOM NpakTuky EBpasuiickoro sxoHomuueckoro cotosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuta6ps 2022) u Tpe60BaHUAMU KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPE/CTB,
a TaK)Ke B COOTBETCTBHM CO CrielUPUKALMIAMH, COACPIKALIMMHUCA B PEMHCTPALIMOHHOM JIOChE CTPaHbl-UMIIOpTepa.
3amucH N0 MPOU3BO/CTBY, YIIAKOBKE 1 aHAIU3Y IPOBEPEHDI, U YCTAHOBIEHO UX COOTBETCTBUE TpeGoBanusM [ Ipasu
HaJIeKallei NpOU3BOICTBEHHOH MpakTUKKN EBpasuicKOro 3KOHOMUYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: IponykT cooTseTcTByeT TpeGosanusam HII 3akmoyenne: ONOBPEHO
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