Dr.Reddy’s ‘

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

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

CERTIFICATE OF ANALYSIS .\ drreddys.com
CEPTU®HUKAT AHAJIH3A

Page1of 8/ Ctp. 1 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoayxT: M6ykmin®, TabneTku, NOKPBIThIE IIeHOYHOi 000104Ko0i, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab/

Cepust Ne B s Oo6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002628443 Date of Analysis / . 24.08.2024

AnaguTudeckuii oTueT Ne JlaTa anajusa

Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029

Jara npon3BOJACTBA Ilopen go

Mfg. License No. / MA number: /

IpouzBoacTBEHHAS : MNB/05/263 ' : . JITI-Ne(003654)-(PT'-RU)
Howmep PY

simneH3ug Ne

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

Ne [Test/ IToxa3aTeab

Results/ PesyabTarsl

Specification / Hopma

Appearance /
1 |Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTtku
KarcyJaoBHAHONW (OPMBI, NOKPHITHIE
TUTEHOYHOU 060JIOUKOH OpaHKEBOTO
1[BETA, C PUCKOI Ha ONHON CTOPOHE;
Ha [IONEpPEYHOM pazpese — sIpo
6eJoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TaGneTku KancynoBUAHON
(GOPMBI, TIOKPBITHIE TUIEHOUHON 000JI0UKOH
OpaHXEBOr0 L[BETA, C PUCKOH Ha ONHOMN CTOPOHE;
Ha MOMEPEYHOM paspese — sapo 6enoro uiu
noyTH 6eyoro LBeTa.

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr cooTBeTcTBYeT Tpebopanusm HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

Maurya

[ToarorosneHo: Santosh Kumar

Checked by /

[

E | ~_

Approved by: Manager/Executive

IIpoeepeHo: Pardeep Kumar | /Ono6peno: Menemxkep /

PykoBoautens Manoj Kumarmﬁ#‘@l_('
\__Y"

"

Reprint Date:
Jarta: 24.08.2024

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Jara: 24.08.2024

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: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s Q':’

Dr. Reddy’s Laboratories 1.td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIN3A

Page2 of 8/ Ctp. 2 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNpogyxr: U6yknun®, Ta61eTKH, NOKPBHITHIE MIEHOUHOH 060.104K0i, 400 Mr + 325 Mr

Market/ PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne § V2401602 OGbem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002628443 Date of Analysis / . 24.08.2024

AHaJHTHYECKHI oTyeT Ne JlaTa anajan3a

Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029

JaTta Ipou3BoACTBa I'ogen mxo

Mfg. License No. / MA number: /

IIpousBogcTBEHHAs : MNB/05/263 : : JIII-Ne(003654)-(PT-RU)
Howmep PY

Junen3ns Ne

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

Complies as prescribed/
COOTBETCTBYET

2 |Identification /
INoanuHHOCTDL

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 yznepxuBaHHS OCHOBHBIX IHKOB Ha
XpoMaTorpaMMme UCIbITYEMOro pacTBOpa JOJKHEI
COOTBETCTBOBATH BpEMEHAM yJE€pP>)KUBAHUS MHKOB
HAa XpoMmarorpamMMme pacTBOpa CTaHIAPTHBIX
obpaziior ubynpodeHa u nmapaueramosa (pasgen
«KonuuecTBeHHOE ONpeAEIEHUED)

3 |Average tablets weight / 972.9 mg/ 972.9 mMr

Cpeanss Mmacca Talb1eTok

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

Or 940,9 MT bi (o)
(970,0 mr + 3,0 %)

999,1 MT

4 |Disintegration /
Pacnagaemoctn

07 min 20 sec / 07 muH 20 cex

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

"

Prepared by / Checked by /
[Moarorosneno: Santosh Kumar | ITposepeno: Pardeep Kumar
Maurya @(_, t

Approved by: Manager/Executive
/OnobpeHo: Menemxep /

Pykosogutens Manoj Kumar, - " .,p
It

Reprint Date:
Hara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Reprint Date:
ara: 24.08.2024

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: mai{@drreddys.com
CIM: L85195AP1984PLC0O04E07

www.drreddys.com




Dr.Reddy’s ‘%

Dr. Reddy

's Laboratories Ltd.

Formulaticn Unit-6
Vili. Khol, Nalagarh Road, Baddj,

Distt. Solan,

H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Page 3 of 8/ Ctp.3 3 8

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

Mponyxr: M6ykaun®, Ta0/1eTKH, HOKPBITHIE IJIEHOUHOH 060104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne NEEEE O6beM cepun " 800000.0 Tab

Analytical Repovrt No/ . 040002628443 Date of Analysis / - 94.08.2024

AHaJUTHYeCKHH oTueT Ne Jata aHajIH3a

Date of Manufacture / . 08/2024 Date of Expiry / - 07/2029

JlaTta npoM3BoACTBA T'ogen go

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Anasiu3 nposeaed no HJL: JITI-Ne(003654)-(PT-RU)-101123

S |Dissolution /

Pacreopenne
99 % to 101%

96 % to 100%

Not less than 70% (Q) of Ci3Hi30: (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3HisO, (ubynpoden) yepes
30 muH

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

He menee 70 % (Q) CsHoNO: (mapauertamon)
yepe3 30 MUH

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE MpUMeCH than 0.005% /
Method 1 / Merog 1 4-amuHodeHon (MpuUMech MapaueTaMmosia) He
6oinee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / MeTon 2 0.04% paracetamol) - not more than 0.3% /
Jlrobas enuHUYHAs npuMmech (WOynmpodeHa WM
napaneramorna) He 6onee 0,3 %
0.08%
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1 + Merton
2) He 6onee 0,7 %
7 |Water / Boaa 1.9% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Santosh Kumar | [TpoeepeHo: Pardeep Kumar
Maurya ®‘ (

Approved by: Manager/Executive

/Ono6peHo: Menenxep /

PykoBoautens Manoj Kumar, - {T
b sl

Reprint Date:
Hara: 24.08.2024

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584P1LCO04507

www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

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

Page4 of 8/ Crp. 4 n3 8

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

Ipoayxr: U6ykanu®, Ta6aeTky, IOKPLITHIE MIEHOYHOMH 060104K0ii, 400 Mr + 325 mr
poay p

Market / PoiHok :Russia / Poccusg

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne Dt O06bem cepun © 800000.0 Tab

Analytical Repo:‘t No/ . 040002628443 Date of Analysis / . 24.08.2024

AHagTH4YecKH i oTyeT No JlaTa aHain3a

Date of Manufacture / . 08/2024 Date of Expiry / - 07/2029

JlaTa ripoM3BOJcTBa I'open no

Mfg. License No. / MA number: /

IpouszBoacTBeHHast : MNB/05/263 i : JITII-Ne(003654)-(PT'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3s nposenen no HJIL: JITI-No(003654)-(PI'-RU)-101123

8 |Uniformity of dosage

units /
OnHOPOAHOCTD Acceptance value (AV) should be not more than
JIO3UPOBaHUS 1.0 15.0 /Ilokasatens npuemieMocTH (AV) nomkeH
- ibuprofen / ubynpoden obITE He Honee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.1 15.0 / Iokasarens npuemiemoctd (AV) 1omKeH
napaneramon 6bITh He Oonee 15,0

Remarks : The Product conforms to ND/
Ilpumeuanne: ITpoaykT coorseTcTBYET TpeboBanrsm HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Santosh Kumar
Maurya

—

Checked by /
[Tporepeno: Pardeep Kumar

<

Approved by: Manager/Executive
/Opo6peno: Menenxep /

Pykosoautens Manoj Kumar M
ok

Reprint Date:
Jata: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

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.cam

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND}A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIN3A

PageSof8/Crp.5us 8

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

Mpogyxr; I/IﬁyKJmH®, Ta6JIeTKH, NOKPBITHIE MIJIEHOYHOH 000/104K0ii, 400 mr + 325 mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / - 800000.0 tab /

Cepusa No V2401620 O0beM cepun " 800000.0 Tabd

Analytical Repo:-t No/ . 040002628443 Date of Analysis / . 24.08.2024

AxajaTudeckuii oryer No JlaTa aHanm3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

Jdarta npoussoacTBa T'ogen a0

Mfg. License No. / MA number: /

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

JuneHsus Ne

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

9 |Microbiological purity* /
Muxpo6Hnosornyeckas
yucTroTa*

a) Total aerobic microbial NA
count / O61uee yucio
a3pobHbIX
MHKpPOOPTaHU3MOB

b) Total combined yeasts
and mould count / Obuiee NA
YHCJIO JPOXOKEBBIX U
IJIECHEBBIX TPUOOB

¢) E. coli NA

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

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

Shall be absent in 1g / OrcyrcrBue B
It

10 |Assay / KosituecTBeHHOE

omnpeeaeHue
396.3 mg/396.3 Mmr

325.26 mg/325.26 Mr

360.0 to 440.0 mg of Ci3Hi302 (ibuprofen) per
tablet /

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

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

Ot 292,5 mr o 357,5 mr CsHoNO, (mapaneramont)
B TabjieTke

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykr coorBercTByeT Tpebopannam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

f

Prepared by / Checked by /
[Toarotosneno: Santosh Kumar | Ilpoeepeno: Pardeep Kumar
Maurya

Approved by: Manager/Executive
/Ono6peHo: Menenxep /
PykoBoautens Manoj Kumar , — f

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Jata: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIM: L85195AP1984PLCOO4507

www.drreddys.com




Dr. Reddy's Laboratories 1.td.
Formulaticn Unit-6

&
DI’. Red dy’s "... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, IND!A

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS \ww.drreddys.com

CEPTHOUKAT AHAJIN3A

Page 6 of 8/ Ctp. 6 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
\Mponyxr: M6ykaun®, TabaeTKH, NOKPHITHIE IIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccust

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepnst Ne R VgL O6bem cepuu " 800000.0 Tab

Analytical Report No / - 040002628443 Date of Analysis / . 94.08.2024

AHanuTH4deckuil oTuer Ne JaTa anaunza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

JaTa npon3BoacTBa T'open o

Mfg. License No. / MA number: /

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

JuneH3nsg Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/ALI blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / Ilo 10
leaflet in a carton. / ITo 10 tabnetok |tabnetok B [IBX/Al 6muctep. Ilo 1, 2 wnu 20
B [IBX/Al 6nucrep. ITo 1 6nucrepy |6nuctepoB B Mauyky KapTOHHYK BMECTE C
B Mayky KapTOHHYIO BMeECTE C |MHCTpYKLHEH [0 IPUMEHEHHIO.

UHCTPYKLHUEHA N0 NPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBerctBuu ¢ H]I.

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne IIpu Temnepatype He Bblwe 25 °C.

14 | Shelf life / Cpox 5 years / 5 ner
rOAHOCTH

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.

IIpumeuanye: CchbUIKM B HOPMATHBHON NOKyMeHTauUuu npusedersl Ha I'® PO XIV.
* [IpoBOAMTCS MPOU3BOAUTENIEM MPHU BhINYCKE MEPUOAUIECKH: JUTs kKaxkaol 20-oif cepuy UM He MeHee 1 pasa B rof.
ITokazatens MOXET OBITh HE BKJIFOYEH B CEPTHQUKAT aHanu3a GUpPMBIL.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoayKT coOTBETCTBYET TpeGoBanusm HJ 3axmoyenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

IToprororneno: Santosh Kumar | [Ipoeepeno: Pardeep Kumar /Opo6peHo: Menemxep /

Maurya @ ﬁ PykoBoaurtens Manoj Kumar C/ : g

Reprint Date: Reprint Date: Reprint Date:
Hara: 24.08.2024 Hara: 24.08.2024 Hara: 24.08.2024

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 €%¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

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
www.drreddys.com

Page 70f 8/ Ctp. 713 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: M6yknnn®, TabaeTku, IOKpHITHIE IIEHOYHOH 060/104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepust No Ve O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002628443 Date of Analysis / . 94.08.2024

AnauTHYecKHi oTyeT No Jata ananusza

Date of Manufacture / - 08/2024 Date of Expiry / - 07/2029
 laTa Ipou3BoacTBA I'open no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAS : MNB/05/263 H ) : JITI-Ne(003654)-(PT-RU)

omep PY
JuueH3us Ne

Analysis performed according ND: / Ananus nposeaen no H/JI: JITI-Ne(003654)-(PT-RU)-101123

API name / HaumenoBanune ADC: Ibuprofen / U6ynpoden Paracetamol / ITapanietamon
INN / MHH: Ibuprofen / M6ynpoden Paracetamol / [Japatieramon
API manufacturer batch number / PIBM240089 4097/24-25
Homep cepun npoussoautess APC:
FP Manufacturer API Batch number /

FERAO00383 FERA00310

Homep cepun cyb6cTaHIHH NPOH3BOAUTENSA
I'JIP:

API Manufactured by & country/
IIpouszBogurtenns A®C, cTpana:

Solara Active Pharma Sciences
Limited, India / Conmapa OxTus
®dapma Caiiencus Jlumuren,
Hunus

Sri Krishna Pharmaceuticals
Limited, India / Wipu Kpumna
®dapmacerotukanc Jlumuren,
Wnpus

Name, address, authorization No for FP

manufacturing site / Control site / Release
site /

HaumenoBaHue, agpec, JJHNEH3Hs A5
IlpousBoncTBeHHas naomanaka / Ilnomaaxa
KOHTpOJIs1 KadecTBa / IlTomaaka BeIycKa

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

Ii-p Penan’c Jlaboparopuc Jltxa., Uanus, IIpoussoacTBeHHOE
noapaszenenue-6, Bun. Kxons, Hanarapx Poyn, banau, Jluctpuxr
Conan, X.I1., 173205, Unuaus (nuuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

IIpumeuanne: ITpoaykr cooTseTcTBYET TpeboBanuam H/JT

Opinion : APPROVED
3axnouenue;: OJJOGPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya &

Checked by /
[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /

PykoBoautens Manoj Kumar W

Reprint Date:
Jlata: 24.08.2024

Reprint Date:
Jata: 24.08.2024

Reprint Date:
Hara: 24.08.2024

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

CIN: L85195AP1984PLC004507
www.direddys.com



Dr. Reddy's Laboratories [id.
‘ @e Formulaticn Unit-6
Y/ ® Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S N Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®HUKAT AHAJIN3A

Page 8of 8/ Crp. 8 uz 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: N6ykann®, Tab/ieTKH, IOKPBITHIE IIEHOYHOI 060,104K0, 400 Mr + 325 mMr |
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / - 800000.0 tab /
Cepust No Sl O6bem cepun " 800000.0 Tab
Analytical Repo:rt No/ . 040002628443 Date of Analysis / . 24.08.2024
AnaaTH4decknii oryet No JlaTa anajau3a
Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029
Jara nipousBoacTBa I'onen mo
Mfg. License No. / MA number: /
IIpousBoacTBeHHAN : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY
JuneH3usa Ne
Analysis performed according ND: / Ananns nposesen mo HJIL: JITI-Ne(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».

3akiil0ueHre 0 cooTBeTCTBHH: «HacTosiyMm st NoATBeprKAal0, YTO MpUBEJCHHAs Bbllle HHOpMaLUs ABJAETCA
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOMYKLHH MPOHM3BEJNeHA (BKIIOYas YMaKoOBKY (MapKHPOBKY) W KOHTPOJb
KayecTBa) Ha BBILICYKA3aHHOHW TNPOU3BOACTBEHHOH IJoWaAke (MUIOW@AAKax) B IOJHOM COOTBETCTBHH C
TpeboBaHuAMH [IpaBui HaJnexalled NpOW3BOACTBEHHOM NpakTHku EBpasuiickoro sxoHomudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBAHUAMH KOHTPOJI Ka4eCTBA JIEKAPCTBEHHEBIX CPEICTB,
a TaKXX€ B COOTBETCTBUU CO CNELMPUKALUAMU, COACPIKAIMUMHCA B PEFTUCTPALIMOHHOM JOChE CTPaHBI-MMITOpTEpA.
3anucH 1o NPOU3BOJICTRY, YIIAKOBKE U aHAJK3Y NPOBEPEHE], U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHuAM [1paBun
HaJyIeXxallel Npou3BOACTBEHHOH NpakTHKU EBpa3uiicKOro 3KOHOMHUYECKOTO COHO3a».
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