® Dr. Reddy's Laboratories | tq.
S Formulaticn Unit-6
y ®
Dr.Red dy S Q °® Vill. Khol, Nalagarh Road, Badi,
* Distt. Solan, H.P., 173 205, INDia

Tel : +51 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUGUKAT AHAJIA3A

Page10f8/Crp.1u38

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: H6yknun®, Tabnerkn, MoKphIThie NIEHOTHOH 060M04KOiH, 400 Mr + 325 M1

Market / PotHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne g I O6nem cepHn " 800000.0 Tab

Analytical Repo‘}'t No/ - 040002621637 Date of Analysis / . 20.08.2024

AHaaaTHyeckHit orger Ne JaTa anajmza

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

JlaTa mpoM3BOACTBA T'ogen o

Mifg. License No. / MA number: /

IIponseoacTBeHHAR : MNB/05/263 . : JITI-Ne(003654)-(PT-RU)
Homep PY

Janensus Ne

Analysis performed according ND: / Auanuz npopenen mo HJ[: JITI-Na(003654)-(PI-RU)-101123

Ne |Test / IlokazaTens Results/ PezynpraTthi Specification / Hopma
Appearance / Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-side
1 |Ouncanne one-side scored tablets; white core at|scored tablets; white or off-white core at the

the cross-section. / Tabnerku|cross-section. / Tabnerky kancynoBHAHOM
KancynoBUAHONW GOpMbl, HOKpbIThIE | GOPMEL, MOKPHITHIE ILNEHOUHOM 060Nn04KOH
INEHOYHOH O0ONOYKOH OpaHKEBOI0|OPaHXEBOro [BETA, C PUCKOH HA OJHOH CTOPOHE;
L[BETA, C PHCKOH HA OXHON CTOpOHE;|Ha foTnepeyHoM paspese — sapo 6enoro niu

Ha TIOTIEPEYHOM paspe3e — AApo|mouTH 6enoro ngera,

6eJoro meera.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyanue: IIpoAyKT cOOTBETCTRBYET TpeGosanuaM HJI 3akmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[oprotopneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Ouo0pero: Menemxep / %EZ ”
Maurya @7 _ /is Pyxosoaurens Manoj Kumar 28
Reprint Date: Reprint Date: Reprint Date:

Hara: 20.08.2024 JHara: 20.08.2024 Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1S84PLCO045D7
www.direddys.com




Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHANTH3A

Page 2 of 8/ Crp.2us 8

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

Mpogyxr: Moykamn”, Tabaerin, NOKpLITHIe IIEHOYHO#H 06o10%K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus
Batch No / ; Batch Quantity / _ 800000.0 tab /
Cepust Ne AL O61n.em cepun " 800000.0 T26
i : ——=]
Analytical Report No/ . 040002621637 Date of Analysis / . 20.08.2024
AnanntTHyecKni oTder Ne Harta ananu3a
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
JaTa npoH3BojACTBA T'open o
Mfg. License No. / MA number: /
IIpousBoacTBEHHASA : MNB/05/263 Homep PY : JITI-Ne(003654)-(PT"-RU)

aunenzna Ne

Analysis performed according ND: / Ananus nposeen no HJL: JITI-Ne(003654)-(PT-RU)-101123

2 Complies as prescribed/

CooTBeTcTBYET

Identification /
IToanHHHOCTH

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} /
BpemeHa ynepXUBaHHWsA OCHOBHBIX IHMKOB Ha
XpOMAaTOrpaMMe HCIBITYEMOTO PaCTBOPa JOJKHbL
COOTBETCTBOBATH BpeMeHaM yAEPXHBABHs [THKOB
Ha XpOMaTOrpaMMe pacTBOpa CTAHJAPTHEIX
oBpasuos ubynpodena M mapaueramona (pasgen
«KonuuecTBEHHOE OpeeIeHNe))

Average tablets weight / 971.2 mg/971.2 Mr

Cpennsas Macca TabaeTox

940.9 mg to 999.1
(970.0 mg % 3.0 %) /
Ot 940,9 Mr
(970,0 Mr = 3,0 %)

mg

999.1 Mr

A0

Disintegration /
PacmagaemMocThb

07 min 19 sec /07 muH 19 cex

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
INpumeuanue: ITpoaykr cooTeercTRyeT Tpebopauysam HJT

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosnero: Santosh Kumar | Ilposepeno: Pawan Kumar fOp06pero: Meneukep / \ u_f
Maurya @,_»_ 4,) Pykosoautens Manoj Kumar ]ifzrj’t e
Reprint Date: Reprint Date: | Reprint Date:

Jara: 20.08.2024 Iara: 20.08.2024 Jara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Barijara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC0O04507
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, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIU3A

Page3 of 8/ Crp.3 13 8

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

Hponykr: Hoykann®, TabneTky, NOKpLIThIe NUIeHOUHO# 0605104K0ii, 400 mr + 325 Mr

Market / Prinox :Russia / Poccus

Batch No / ] Batch Quantity / _ 800000.0 tab /

Cepnsa Ne Hiy2401578 O61em cepun " 800000.0 Tab

Analytlcal Repoﬂrt No/ . 040002621637 Date of Analysis / . 20.08.2024

AnajguTHYecKkui oTuer No JHaTa aHaim3a N

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

JaTa npou3soicTBa T'open g0

Mifg. License No. / MA number: /

IIpou3BoAcTBeHHAR : MNB/05/263 ’ i JITI-Ne(003654)-(PT-RU)
Homep PY

nuneH3us Ne

Analysis performed according ND: / Anajus nposegex mo HJ: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTtBopeHue
99 % to 102%

99 % to 104%

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

He menee 70 % (Q) CizHigO2 (ubynpoder) gepes
30 MuH

Not less than 70% (Q) of CsHoNO: (paracetamol)
afier 30 min /

He menee 70 % (Q) CiHoNO: (mapauetamon)
gepes 30 MuH

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoncTBeHHbIE MPHMECH than 0.005% /
Method 1 / Meron 1 d-umuuoenvn  (UpuMECH TIapaueraMonia) He
6onee 0,005 %
0.02% Any individual impurity (of ibuprofen or
Method 2 / Meton 2 paracetamol) - not more than 0.3% /
Jiobas emunuyHas npumeck (ubynpodena unu
napaleramona) He 6onee 0,3 %
0.02%
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Metoz 1 -+ Meton
2) e 6oJiee 0,7 % i
7 |Water / Bopa 1.7 % Not more than 5.0% /

He 6oiee 5,0 %

Remarks : The Product conforms to ND/
TIpumeuanue: IIpoayxr cooTBeTCTBYET TpeboBanusM H]T

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /
Tlogrorosneno: Santosh Kumar

Mautya @, 41’;

IIpoeepeHo: Pawan Kumar

Approved by: Manager/Executive
/Opo6peno: MeHemxkep / w_(}
Dykoeoguteas Manoj Kumar ¢hy Lo B

Reprint Date:
Hara: 20.08.2024

Repnnt Date:
Mara: 20.08.2024

Reprint Date:
JHara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direddys.com
CIN: [85195AP1984PLCD04507

wivw.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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTH®HKAT AHAJIHM3A

Page4 of 8/ Crp. 4 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: Hoykaun®, Tabieris, HOKpIThIE MIeHOYHOH 060/i04K0iH, 400 Mr+ 325 mr

Market / Poinok : Russia / Poccus |
Batch No / . Batch Quantity / . 800000.0 tab /
Cepusi Ne : AT Qbbem cepun " 800000.0 Tab B
Analytical Repo:’t No/ - 040002621637 Date of Analysis / . 20.08.2024
AxannTHYecKHil oTaeT No Jara aHanmmsa |
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
Jata mpoH3BOACTBA Togen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAs : MNB/05/263 o : JIII-Ne(003654)-(PI"-RU)
Homep PY
Juuensusa Ne
Analysis performed according ND: / Anamus nposesen mo HJI: JITI-Ne(003654)-(PT-RU)-101123
8 |Uniformity of dosage
units /
OaHOpPOAHOCTD Acceptance value (AV) should be not more than
JO3HPOBaHHs 0.7 15.0 / Ilokazatens npueMneMocty (AV) momkeH
- ibuprofen / ubynpoden 6nTs He bonee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 0.7 15.0 / IloxasaTens npHemineMocTd (AV) ROmKEH
nmapaleTamosl 65ITh He Oonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tipumeuanne: [Iponykr cooTBercTBYeT Tpebopanuam HJI 3axmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TIMoxgrorosneHo: Santosh Kumar | [Ipoeepeno: Pawan Kumar /Onmo6peno: Menemxep / 4 y
Manrya _ 4.}..1{7 Pykepoantent Manoj Kumar (7 o8
Reprint Date: Reprint Date: Reprint Date:
Jlata: 20.08.2024 Hara: 20.08.2024 Jara: 20.08.2024

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s ‘f:"

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIIISA

Page5of 8/ Crp., 5 us3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayicr: H6yiann®, Tafaerks, nokpeiTsie nuenouHoi oGonouroii, 400 mr + 325 mr

Market / Puinox :Russia / Poccus
Batch No / y Batch Quantity / . 800000.0 tab /
| Cepust No g O6LeM cepuu * 800000.0 Tab
Analytical Repo:‘t No/ . 040002621637 Date of Analysis / . 20.08.2024
Anaaurnyecknii oryer Ne Jara ananusa
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
Jlara npoH3BOACTBA Toaen 10 |
Mfg. License No. / MA number: /
IIpon3BoAcTBeHHAS : MNB/05/263 e : JII-Ne(003654)-(PI"-RU)
Homep PY
JHenzHE Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-No(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Mukpobronornyeckas
gucroTra*

a) Total aerobic microbial
court / O61uee yucio
23pOOHEIX
MHUKPOOPraHU3MOB

b) Total combined yeasts
and mould count / Obuiee
YUCIIO JIPOAOKEBBIX H
UIeCHEBBIX TpHOOB

c) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6osee 100 KOE/r

Shall be absent in lg / OtcyrcrBue B

ir

10 {Assay / KotHYecTBeHHOE
onpejejeHHe

401.0 mg / 401.0 mr

360.0 to 440.0 mg of Ci3HisO: (ibuprofen) per
tablet /

Ot 360,0 Mr g0 440,0 Mr C13H 30, (u6ynpoden) B
tabnerke

292.5 to 357.5 mg of CsHyNO; (paracetamol) per
tablet /

325.57 mg/ 325.57 Mr 0t1292,5 Mr 1o 357,5 mr CsHoNO; (napaneramon)
B TabJeTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Jaxkmoyenne: OJOBIPEHO

Dpumeyanne: [Tpoaykr coorsercrayer Tpedopanusam HJI

Prepared by /
Toarotosaeno: Santosh Kumar

Maurya @

Checked by /
IIporepeHo: Pawan Kumar

7

Approved by: Manager/Executive

/Ono6peno: Menemxep / | ] uuﬂ
(il

Pyxosogutenr Manoj Kumar

Reprint Date:
Jara: 20.08.2024

Reprint Date:
Jlara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Fmail: maii@drreddys.com
CIN: L85195AP1584PLCDO4507

www.direddys.com



Dr.Reddy’s Q'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJMA3A

Page 6 of 8/ Crp. 6 u3 8

Product : Ibuclin, film-coated

tablets, 400 mg + 325 mg

Mpopykr: Hﬁyxmm“’, tabieTicu, NOKPLITHIE IIeHouHoi 060104uK0H, 400 Mr + 325 Mr
poxy

Market / PoIHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus Ne e VIO O0nem cepun " 800000.0 tab

A T T 040002621637 Date of Analysis/ . 5 g 5024

AHajsurHYeckuii oTyeTr Ne Jara anaauza

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

JaTa mpou3BoAcTBA L Toxen no

Mfg. License No. / MA number: / ’

IIpousBoacTBeHHASA : MNB/05/263 . : JIII-Ne(003654)-(PI"-RU)
Homep PY

amuenzus No

Analysis performed according ND: / Ananns nposeaen no HJL: JHI-No(003654)-(PT-RU)-101123

11 | Package / ¥YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10 Tabaerok
B [IBX/Al 6nucrep. Ilo 1 6nucrepy
B Mayky KapTOHHYK) BMECTE C

HHCTPYKUMEH 0 NPUMEHEHHMIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B IIBX/Al 6mucrtep. ITo 1, 2 umm 20
61McTEPOB B NayKy KapTOHHYIO BMECTe C
HHCTpYKIIMEH! 110 TPIMEHEHHIO,

12 | Labeling / MapkupoBka

According to ND. / B cOOTBETCTBHH ¢

HJL

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenne ITpu Temnepatype e poiuie 25 °C.
14 | Shelf life / Cpok 5 years / 5 ner
TOIHOCTH

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.

Hpuneyanue: CCbUIKH B HOPMATHBHON JIOKYMEHTALIMH TIPUBE/IEHBI HA ['® PO XIV.
* [IpoBOAMTCS TPOU3BOJAUTENEM [PH BBIMYCKE IEPHONMUECKH: TS Kax10¥i 20-0i CEpHH MM HE MEHEE 1 paza B roa.
IokasaTesnb MOXET ObITL HE BKNIOYEH B cepTHHKAT aHanu3a GUpMBI.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorsercTByeT TpeHoBanusam HL

Opinion : APPROVED
3axmouenne: OJOBPEHO

Jara: 20.08.2024

Prepared by / Checked by / Approved by: Manager/Executive
[MonroToeneHo: Santosh Kxuﬁar ITpoeepeno: Pawan Kumar /Onobpeno: Menemkep / 0y =
Maurya L )‘é Pykosogiiens Manoj Kumar 'A_I_"_'_;d_____
Reprint Date: Reprint Date: / Reprint Date:

Hara: 20.08.2024

Jara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

wiww.direddys.com




Dr.Reddy’s Q{‘

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

vVill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Page 70f 8/ Ctp. 7 u3 8

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

Mpopykr: HGyknun”, TafNeTKH, HOKPLITHIE nUIeHouHo# oboouKoif, 400 Mr + 325 Mr

Market / PolHoK :Russia / Poccust

Batch No / ] Batch Quantity / ~ 800000.0 tab/

Cepusi Ne b I O6nem cepuH " 800000.0 126

Analytical Report No/ . 040002621637 Date of Analysis / - 20.08.2024

Anasmruyeckuil oTaer Ne JlaTa aHajau43a

Date of Manufacture / . 07/2024 l?ate of Explry / - 06/2029

Hara npoH3BOACTEA T'onen go e
Mfg. License No. / MA number: /

IIpou3BoACTBEHHAS : MNB/05/263 ‘ . JII-Ne(003654)-(PT'-RU)

aunensus Ne

Analysis performed according ND: / Anajius IpOBEAeH 110 HJI: JITT-Ne(003654)-(PT'-RU)-101123

API name / Haumenosanue A®C: Ibuprofen / Ubynpoder Paracetamol / Tlapaueramon
INN / MHH: Tbuprofen / H6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / A-4956, A-4957, 1101/24/A-1139 4096/24-25

Homep cepun npoussoaurens AQC:

FP Manufacturer API Batch number /

FERA00019, FERA00020,

Homep cepuH cyGcTaHIIMH NPOH3BOAUTEIA FERA00348 FERA00309
TJd:
Pharmla(c);t(i:c};?sngisitigdmdia j i jrikrshgs Ehaiiaceuticals
API Manufactured by & country / HOTT Kemukarc 3}{, Limited, India / llpu Kpuinxa
Ipouseoaurens AP@C, ctpana: @ ) dapmacsroTixanc Jlumures,
apmacsroTuranc JIAIMUTeN, "
Hupus L

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

HauMeHOBaHHe, aApec, THICH3US A
IIpou3BoACTBEHHAS! IOMIAAKA / ILnomagka

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

II-p Penun’c JlaGopatopuc JITA., MHaus, TIpou3BoACTBEHHOE
nonpasaenenue-6, Bumn. Kxons, Hamarapx Poyn, Bapny, JInCTpEKT
ConaH, X.I1., 173205, Hunus (1MueH3ns HoMep MNB/05/263)

MNB/05/263) /

| xorTpoJs KavecTBa / TLI0MANKa BHINYCKA

Remarks : The Product conforms to ND/
TMpumeuande: TTpoyKT COOTRETCTRYET TPEHORAHHAM HJIL

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

Prepared by / Checked by /

Maurya &i » ‘{?
-

TToxroTosneso: Santosh Kumar | Ilpoeepeno: Pawan Kumar

Approved by: Manager/Executive
/Opno6peHo: Menemxep / = j
Pyxosoautens Manoj Kumar u}}" L

Reprint Date: |

Reprint Date:
Jlara: 20,08.2024

Jara: 20.08.2024

Reprint Date:
Jara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Ermail: mati@drreddys.com

CIN: L85195AP1984PLC004507
www.direddys.com



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

@
/ q.‘ vill. Khol, Nalagarh Road, Baddi
D r. Reddy S L4 Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJTH3A

Page8 of 8/ Ctp. 8 uz 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpogywr: Hoyiann®, Tabnerku, nokpsiThie mreno4nol 060509Kkoii, 400 mr + 325 mr
Market / PoIHOK :Russia / Poccus
Batch No / ] Batch Quantity / . 800000.0 tab /
| Cepus Ne SUROLS O6bem cepHit " 800000.0 Tab
i e TGl - 040002621637 Date of Analysis/ . 543 7024
AnanuTH4yeckuit oTyet Ne Jara anannsa
Date of Manufacture / . 07/2024 I?ate of Expiry / . 06/2029
JlaTa npoH3BOACTBA I'ogen g0
Mfg. License No. / MA number: /
IlpousBoacTBEeHHAR : MNB/05/263 : : JIII-N2(003654)-(PT-RU)
Homep PY
JinneH3ua Ne
Analysis performed according ND: / Anaau3 npoenes no HJI: JIIT-Ne(003654)-(PT-RU)-101123

Declaration of certification: « 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».

3aKa04eHHe 0 COOTBeTCTBHH: «HAcTOALIMM 9 MOATBEPXKAAIO, YTO MPHUBEACHHAA BHILIE UHPOPMALIMA ABJIAETCS
JOCTOBEPHOM W TOYHOH. DTa cepusi MPOAYKUMH Npou3seacHa (BKiOYast YMAKOBKY (MapKUPOBKY) M KOHTpOJIb
KayecTBa) Ha BBHILIEYKA3aHHON IPOM3BOACTBEHHOW mnowagke (MIomajaKax) B I[OJHOM COOTBETCTBUM C
Tpe6oBanuamu IIpaBun Haisexalledl NPOU3BOACTBEHHOM NpaKkTHKKH EBpasuiickoro axoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsnbps 2022) u TpebOBaHHAMH KOHTPOJS Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaKXe B COOTBETCTBHH CO CHEUU(UKALUAMU, COIEpHaLlUMUC B PErHCTPAIHOHHOM MOCHE CTPaHbI-MMIIOpTEPA.
3amucH Mo NPOU3BOICTRY, YTIAKOBKE H AaHANU3Y POBEPEHEI, X YCTAHOBJIEHO MX COOTBETCTBHE Tpe6oBanuaM [1pasun
HaJ/exallieid Npox3BOACTBEHHOM NpakTHKH EBpa3uiickoro aKOHOMHYECKOTO CO03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
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