Dr.Reddy’s Q,’:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iND!A
Tel : +G1 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUOUKAT AHAJIU3A

Page 10f8/ Crp. 1 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoaykr: H6yknun®, TabneTKn, NOKPBIThIE MJIEHOYHOH 06010uK0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne V2ol O6nem cepuu " 800000.0 Tab

Analytical Rep0ft No/ . 040002621637 Date of Analysis / . 20.08.2024

AHandTu4deckuii oryer Ne JaTta anaiu3a

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

JlaTa npoH3BOACTBA Toxex no

Mfg. License No. / MA number: /

HpoussoacTBeHHast : MNB/05/263 H ) : JIII-Ne(003654)-(PI'-RU)
omep PY

JIHIeH3Hsa Ne

'Analysis performed according ND: / Anann3 nposegen mo HJL: JIII-Ne(003654)-(PI-RU)-101123

Ne |Test/ IToka3zaTein

Results/ PesyapTathl

Specification / Hopma

Appearance /
1 |Onucanme

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerku
KarncyJIOBUIHON (OpMBI, MOKpPHITHIE
MJICHOUHOH 00O0JI0YKOH OpaHkKEBOro
I[BETa, C PUCKOI HA OXHOH CTOpPOHE;
Ha TIOIEPEYHOM pa3pese — sApo
6eJoro 1BeTA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancynioBHIHOM
(OpPMBI, TOKPHITHIE ILIEHOYHOH 060/104KOi
OpaHXeBOro L(BETa, C PUCKOH Ha OHOH CTOPOHE;
Ha TIOTMIEPEYHOM pa3pe3e — AApo Oenoro uin
nouTH 6eoro uBera.

Remarks : The Product conforms to ND/
Hpumeuanue: IIpoaykr cootsercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /

Maurya

Checked by /

[Toarotorneno: Santosh Kumar | IIpoBepeno: Pawan Kumar

@ y

Approved by: Manager/Executive

/On06peno: Menemxep / ,mz '
PyxoBogutens Manoj Kumar —2——

Reprint Date:
Jara: 20.08.2024

Reprint Date: '

Jara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

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

www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +G1 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHUOUKAT AHAJIU3A
Page2of 8/ Crp. 2 m3 8
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: Moykinn", TabuieTkH, NOKPbIThHIE UIEHOYHOIH 060.104K0i, 400 Mr + 325 mr
Market / PeiHok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne RO Q0neM cepun " 800000.0 Tab
Analytical Repo:‘t No/ . 040002621637 Date of Analysis / . 20.08.2024
AxanuTnuyecknii oruer Ne JlaTa aHajuza
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
JaTa npoH3BOACTBA I'ogen 1o
Mfg. License No. / MA number: /
[IpousBoacTBeHHas : MNB/05/263 ) : JITII-Ne(003654)-(PT-RU)
Homep PY
Junen3usa Ne

Analysis performed according ND: / Auanu3 nposegen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

2 |Identification /
ITop1uHHOCTH

Complies as prescribed/
CooTtBeTcTBYET

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 yaepKWMBaHHs OCHOBHBIX IHKOB Ha
XpoMaTorpaMme HCIBITYEMOTO PacTBOPA JIOJKHBI
COOTBETCTBOBATH BPpEMEHAM YICPXKUBAHHS IIMKOB
HAa XpoMarorpamMme pacTBopa CTaHIApPTHBIX
o0pasioB ubynpodena U napaueramona (pasgen
«KonuuecTBeHHOE ONpeeJeHNE)

3 |Average tablets weight / 971.2 mg/971.2 Mmr

Cpennsas macca Ta61eTOK

940.9 mg to 999.1 mg
(970.0 mg + 3.0 %) /
Or 940,9 M pife) 999,1 MI

(970,0 mr = 3,0 %)

4 |Disintegration /
Pacnagaemoctb

07 min 19 sec /07 muH 19 cex

Not more than 30 min /
He 6onee 30 Mmun

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt cootBercTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

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

[Toaroroeneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Opo6peno: Meunemiep / \1

Maurya A /jr? PykoBoaurens Manoj Kumar
L D )

Reprint Date: Reprint Date: / Reprint Date:

Hata: 20.08.2024 Hata: 20.08.2024 Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1S84PLCD04E07

www.drreddys.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories {td.
Formulaticn 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
CEPTHUOUKAT AHAJIU3A

Page3 of 8/ Crp.3 u3 8

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

Mpoaykr: Hoykanu®, TaGaeTKH, NOKPLITHIE MIEHOYHOH 00010uK0ii, 400 Mr + 325 Mr
| 1ipoay 3

Market / Prinok :Russia / Poccust

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

Cepus Ne #V2401578 O0neM cepun " 800000.0 Tab

Analytical Repoz*t No/ . 040002621637 Date of Analysis / . 20.08.2024

AdanutTHyeckuii oTuer Ne JlaTa aHajm3a

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

Jara npou3BojacTBa I'ogen o

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JIMIeH3HsT Ne

Analysis performed according ND: / Ananu3 nposeaen no HJ/I: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacTBopenne
99 % to 102%

[ 99 % to 104%

Not less than 70% (Q) of C3Hi302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci13His0: (ubynpoden) depes
30 MuH

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

He menee 70 % (Q) CsHoNO: (mapaueramon)
gepe3 30 MHH

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE TPpAMeECH than 0.005% /
Method 1 / Metop 1 4-amuHodenon  (upumech  napaneTaMmona)  He
6onee 0,005 %
0.02% Any individual impurity (of ibuprofen or
Method 2 / Meton 2 paracetamol) - not more than 0.3% /
Jobas eguuuyHas npumech (ubynpodeHa uiam
napaueramona) He 6omee 0,3 %
0.02%
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1 + Meton
2) He 6onee 0,7 %
7 |Water / Bona 1.7% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr coorBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3aknuenne: OZOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
INoarotosneHo: Santosh Kumar | IlpoBepeHo: Pawan Kumar /Ono6peno: Menemxep /

Maurya & /S}? PykoBoautens Manoj Kumar
Reprint Date: Reprint Date: ' Reprint Date:

Harta: 20.08.2024 Hata: 20.08.2024 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, Email: maii@drreddys.com
CIN: L85195AP1S84PLCD04507

www.drreddys.com




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

@e
Dr. Reddy’s q;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPHUKAT AHAJIM3A

Page 4 of 8/ Crp. 4 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoxykt: MGyknnn®, Ta6aeTku, NOKPHITHIE JIEHOYHOMH 060/104K0i, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne + V2401578 O6beM cepuu " 800000.0 Tab

Analytical Repovrt No/ . 040002621637 Date of Analysis / . 20.08.2024

AHasuTHYecKHii oTueT No JlaTa aHaau3za

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

JaTa npou3BoAcTBA T'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)
Homep PY

JiMieH3us Ne

Analysis performed according ND: / Auaiu3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OnHOpOOHOCTE Acceptance value (AV) should be not more than
JO3UpPOBaHUS 0.7 15.0 / ITokazaTennb npuemieMocTd (AV) OoJDKeH
- ibuprofen / ubynpoden ObITH He Oonee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 0.7 15.0 /Ilokasarens npuemiieMocTd (AV) gomkeH
napaneTamo 66ITh He 6onee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
| Ipumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBanuam HJI 3axmouenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToprorosneHo: Santosh Kumar | IIpoeepeno: Pawan Kumar /Onodpeno: Menemkep / /
Maurya @”/ /"f—' Pykosoantens Manoj Kumar Mﬁiﬂ
Reprint Date: Reprint Date: Reprint Date:
Jata: 20.08.2024 Hata: 20.08.2024 Jara: 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 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s Q':

Dr. Reddy's Laboratories {td.
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
CEPTHOUKAT AHAJIHM3A

PageS5of 8/ Crp. 5 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxkr: N6ykaun®, TabieTKN, NOKPBIThIE IJIEHOYHOH 060J104K0ii, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No/ ) Batch Quantity / . 800000.0 tab /

Cepus Ne V2401578 O0nem cepun " 800000.0 Tab

Analytical Rep0ft No/ - 040002621637 Date of Analysis / - 20.08.2024

AHanuTHyecKHi oTyeT Ne JaTa anannsa

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

JlaTa npon3BoACTBa TI'open oo

Mfg. License No. / MA number: /

IIpousBoacTBeHHASA : MNB/05/263 ) i JIII-Ne(003654)-(PI'-RU)
Howmep PY

JuneH3ua Ne

| Analysis performed according ND: / Anaiu3s nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpo6uoJioruyeckas
yHcToTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1iee yucio He 6onee 1000 KOE/r
adpOOHBIX
MHKPOOPraHU3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / Obee NA He 6onee 100 KOE/r
YHCIIO JIPOMOKEBBIX U
IJIECHEBBLIX IprOOB
Shall be absent in 1g / OtcyrciBue B
¢) E. coli NA Ir
10 |Assay / KosinuecTBeHHOE 360.0 to 440.0 mg of C3HsO: (ibuprofen) per

onpejaejgeHHe

401.0 mg / 401.0 mr

325.57 mg/ 325.57 mr

tablet /

Ot 360,0 mr no 440,0 mr Ci3H 30, (ubynpoden) B
TabneTke

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

Ot292,5 mr 10 357,5 mr CsHoNO; (mapaneramor)
B TabneTKe

Remarks : The Product conforms to ND/
Hpumevanne: [Ipoaykr coorBercryer TpedoBannam HJT

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarotosneno: Santosh Kumar | Ilpoepeno: Pawan Kumar /Omobpeno: Menemxep / | wif
Maurya @ L,)(” Pykopogurens Manoj Kumar ’2:};__
Reprint Date: Reprint Date: ' Reprint Date:

Hara: 20.08.2024 Jara: 20.08.2024 JHara: 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, Email: maii@drreddys.com
CIN: L85195AP1584PLC0O04507

www.drreddys.com




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

@
Dr. Reddy,s q.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A

Page 6 of 8 / Crp. 6 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykt: H6ykaun®, Ta6seTKH, NOKPBITHIE IUIEHOYHOIT 060s10UK0#, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne + V2401578 O6nbem cepun " 800000.0 Tab

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

AHAJMTHYECKHI oTdeT Ne JlaTa anaau3a

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

JlaTa npou3BoAcTBa Tomen oo

Mfg. License No. / MA pumber: /

IlpousBoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JHueH3usa Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

11 | Package / ¥YnakoBka 10 tablets in PVC/Al blister. 1 |10 tabletsin 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 |rabnerok B IIBX/Al 6nuctep. ITo 1, 2 unm 20
B [IBX/Al 6nucrep. [To 1 6muctepy |6nuctepoB B MadKy KapTOHHYIO BMECTE C
B TAauyky KapTOHHYIO BMECTe C |MHCTPYKLHEH I10 NPUMEHEHUIO.

WHCTPYKLIUEH 1O NPUMEHEHUIO.
12 | Labeling / MapkupoBka |According to ND. /B coorBerctauu ¢ HJI,

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHnenue ITpu Temnepatype He Bbile 25 °C.

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

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.

Ipumeyanue: CCbUIKA B HOPMATUBHON JOKYMEHTalUUH NpuBefeHsl Ha ['D PO XIV.
* [IpoBOAKMTCS POM3BOAUTEINEM MPH BHIYCKE NEPHOAUUECKH: AN Kaxaoi 20-0 cepuu unu He MeHee 1 pasa B rof.
Ilokazarens MOXeT ObITh HE BKJIIOUECH B cepTU(UKAT aHaH3a QUPMBIL.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuannue: [Ipomykr cooTBeTCTBYET TpeboBanuam HJT 3axmouenne: OIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroBneno: Santosh Kﬁar [IpoBepeno: Pawan Kumar /Ono6peno: Menemxep / % j&
Maurya = ,ﬁ PykogoauTens Manoj Kumar /071 |
Reprint Date: Reprint Date: '/ Reprint Date:

Hara: 20.08.2024 Hara: 20.08.2024 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, Email: maii@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com




Dr. Reddy’s Laboratories Ltd.
@ e 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

Dr.Reddy’s ‘

CEPTUOPUKAT AHAJIU3A
Page 70f 8/ Crp. 7u3 8

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

Hponykr: H6ykaun®, Ta6aeTkH, MOKPLITHIE MIIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne + V2401578 O6beM cepun ' 800000.0 Tab6

Analytical Report No/ - 040002621637 Date of Analysis / . 20.08.2024
AHaJMTHYECKHIi oTueT Ne JlaTa aHaju3a

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

JdaTa mpou3BOACTBA I'onen a0

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAN : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)

Howmep PY

| imneHsus Ne

Analysis performed according ND: / Anann3 nposenen mo HJI: JITI-Ne(003654)-(PT'-RU)-101123

API name / HaumenoBanue ADPC: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / U6ynpodeH Paracetamol / Ilapaueramon
aflmanufaciunerbatchammbery A-4956, A-4957, 1101/24/A-1139 4096/24-25

Homep cepun npouzsogurens A®C:

FP Manufacturer API Batch number / FERA00019, FERA00020,

Homep cepun cyGcTaHIINH NPOU3BOAHTEISA FERA00348 FERA00309
LJID:
ooy | S K P
API Manufactured by & country/ 2 Limited, India / lllpu Kpuiina
HOJI Kemukanc 3]
Ipoussogurenn ADPC, ctpana: ®dapmacsrotukanc Jlumuren,
®dapmacsroTukaic JIuMuren,
0301078
Nupus

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, agpec, JHIEHIUNA AJISI I-p Pennu’c Jlaboparopuc JItn., Unnus, I1poussoacTeeHHOE
IIpouseoacTBennas miomanka / [lnomagka noapasaeneune-6, Bumn Kxons, Hanarapx Poya, bagnu, Jluctpukt
KOHTPOJIs KayecTBa / Iljomaaka Beimycka Comnan, X.I1., 173205, UHaus (nuuen3ust Homep MNB/05/263)

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanne: TTponykT cooTreTcTRYET Tpeborannam HJT 3axaoyenne: ONOBPEHO

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

[Toaroroeneno: Santosh Kumar | IIpoBepeHo: Pawan Kumar /Ono6peHo: Menemxep / = .

Maurya % J}‘Z PyxoBoautens Manoj Kumar -\}J‘j}

Reprint Date: Reprint Date: Reprint Date:

Jara: 20.08.2024 JHara: 20.08.2024 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 4300 2999, Email: mali@drreddys.com
CIN: L85195AP1S84PLC004507
www.drreddys.com



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

@
Dl'. ReddY’S q;‘ Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTH®UKAT AHAJIN3A

Page 8 of 8/ Ctp. 8 uz 8

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

Hpoaykr: H6ykaun®, TabaeTkn, NOKPHITHIE IUIEHOYHOI 060.104K0i, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccust

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne i O0bem cepun " 800000.0 Tab

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

AHaJINTHYECKUI 0T4eT No JlaTa aHaau3a

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

JlaTa NpoH3BO/JACTBA I'ogen no

Mfg. License No. / MA number: /

IpounzeoacTBeHHas! : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananu3 npoeeaen mo HJI: JIII-Ne(003654)-(PI'-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».

3aKJI049eHHe 0 COOTBETCTBUH: «HacTosIuM s MOATBEPKAA0, YTO NPHUBEJCHHAs BbIIIE HHGQOPMALIMSA ABJIAETCS
JIOCTOBEPHOM M TOYHOMN. DTa cepds MPOAYKLUHMH Mpou3BeneHa (BKIIOYAs YNAKOBKY (MapKHUPOBKY) M KOHTpOJIb
Ka4yecTBa) Ha BBHIIEYKA3aHHOM MPOM3BOJCTBEHHOM IUomajke (IUIOLA[KaX) B MOJHOM COOTBETCTBHH C
TpeboBanusmu [lpaBun Haaiexaiei MPOU3BOACTBEHHON NpakTUKK EBpasuiickoro sKoHOMHMYecKoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) u TpeGOBaHUAMU KOHTPOJIA KQYECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaK)K€ B COOTBETCTBUM €O crnielUpUKalUaIMH, COAepXKAMMHUCS B PETHCTPALIMOHHOM JA0ChE CTPaHbI-UMIIOPTEpA.
3amKcH 1o MPOU3BOICTBY, YIIAKOBKE U aHAM3Y IPOBEPEHBI, U YCTAHOBJICHO HX COOTBETCTBHE TpeGoBaHuaM [Ipasun
HaJIeXKallei MPOU3BOICTBEHHOH NPpakTUKK EBpasHiicKoro 3KOHOMHUYECKOT0 COH03ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanme: [Ipoaykr cooTBeTcTBYeT TpeboBanusaM HJT 3axumoyenue: OJJOBPEHO
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