Dr.Reddy’s Q_’:‘

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

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

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®HUKAT AHAJIN3A

Page 1 of 8/ Ctp. 1 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: M6ykaun®, Ta6neTkn, NOKPHITHIE NIEHOYHOI 060/104K0i#, 400 M + 325 Mr

Market / PblHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /
| Cepust Ne Ao L O0beM cepuu " 800000.0 Tab

Analytical Repo\}‘t No/ - 040002620730 Date of Analysis / . 20.08.2024

AHaJuTHUYECKHI oTyeT No JlaTa aHanH3a

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

JlaTa npou3BoAcTBA T'open go

Mifg. License No. / MA number: /

IIpou3BoaCcTBEHHAA : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)

Homep PY
JHneH3HA No

| Analysis performed according ND: / Ananu3 nposeen mo HJI: JITI-Ne(003654)~(PI'-RU)-101123

Ne |Test/ Iloxa3zaTean

Results/ PesyabTaTsl

Specification / Hopma

Appearance /
1 |Onucanune

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KancynoBuIHOH (opMbl, TOKpPHITHIE
IJIEHOUHOH 060NOUYKOH OpaHKeBOro
1[BE€Ta, C PUCKON Ha OJHOH CTOpOHE;
Ha TIONEepeyHOM paspese — AApo
6enoro LBera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyioBUIAHON
(bOpMBI, MOKPBITHIE TIICHOYHOH 000JI0UKOH
OpaHXeBOTr'o 11BETa, C PUCKOH Ha ONHOM CTOPOHE;
Ha MOTEepPevYHOM paspese — AApo 6enoro uiu
Ho4TH 6ENIoro 1BeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Ankit

Checked by /

Maurya %L

Approved by: Manager/Executive

IMposepeno: Santosh Kumar /Onobpeno: Menexep / \ j‘“‘{

. 2 v
Pykosoautens Manoj Kumar 277 L

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Jara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Ryderabad - 500034, Telangana, India

Tel: +91 4G 43C0 2900, Fax: +91 40 4900 2958, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCOO4507

wyve.drreddys com




Dr.Reddy’s €5¢

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

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®HUKAT AHAJIU3A
Page2 of 8/ Ctp. 2 u3 8

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

MpoaykT: M6ykaun®, Ta6eTkH, HOKPHITHIE NJICHOYHOI 060.10uKOif, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccug

Batch No / ; Batch Quantity / . 800000.0 tab /

Cepust Ne § ViZatioon Q0beM cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002620730 Date of Analysis / - 20.08.2024
AHandTHYECKHH oTueT Ne Jara aHanun3a

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

JdaTa npou3BOACTBA T'onen po

Mfg. License No. / MA number: /

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

Howmep PY
Juien3ns Ne
Analysis performed according ND: / Anaau3 nposeaen mo HJI: JITT-Ne(003654)-(PI'-RU)-101123

2 |(Identification /
HoaanHHOCTD

Complies as prescribed/
CooTBeTCTBYET

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 yAepKUBaHHS OCHOBHBIX TIMKOB Ha
XpOMaTorpaMme HCTBITYEMOr0 PaCTBOPA JOJKHbI
COOTBETCTBOBATh BpeMeHaM yAep)KUBaHUs NMHKOB
Ha XpOMAaTOrpaMMe pacTBOpa CTaHJapTHBIX
obpastior ubynpodena u napateramosa (pasgen
«KonuuecTBeHHOE ONIPENETCHUEY)

3 |Average tablets weight / 972.7mg/ 972.7 mr

Cpennss Macca TabJ1eToK

940.9 mg to 999.1
(970.0 mg £3.0 %) /

Ot 940,9 MT J0
(970,0 Mr + 3,0 %)

mg

999,1 Mr

4 |Disintegration / 07 min 42 sec / 07 muH 42 cex

PacnagaemocTh

Not more than 30 min /
He 6onee 30 Mmun

Remarks : The Product conforms to ND/
IIpumeuanue: I[IpoaykT coorBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akmwouenne: OJJOBPEHO

Prepared by / -. Checked by /

[ToarotopneHo: Ankit &
4V

Maurya {

[IpoBepeHo: Santoih Kumar

Approved by: Manager/Executive

/Onobpeno: Menemxep / -
PykoBogutens Manoj Kumar M i

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 45 4500 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

wwydrreddys.com




Dr.Reddy’s Q’."

CERTIFICATE OF ANALYSIS

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

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

CEPTU®PHUKAT AHAJIN3A

Page3 of 8/ Crp. 3 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykt: M6yknun®, Tabaerku, nokpIThie MIIEHOUHOI 060.104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepust Ne Vg O0beM cepun " 800000.0 Tab

Analytical Repovrt No / - 040002620730 Date of Analysis / . 20.08.2024

Ananutuyeckuii oTyer Ne JaTa aHasu3a

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

JaTa npou3BoacTBA Tonen go

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAst : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND

: / Ananiuz nposenen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /
PacTtBOopenne

99 % to 102%

97 % to 100%

Not less than 70% (Q) of C13Hi302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3His02 (ubympoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO: (napaueramon)
yepes 30 MUH

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoncrBeHHble IPUMeECH than 0.005% /
Method 1 / Meroz 1 4-amuHodeHon (mpuMmech MapaileraMosna) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / MeTon 2 0.04% paracetamol) - not more than 0.3% /
Jio6ast equHu4Has npuMech (MOynpodeHa wid
napaietamona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.04% than 0.7% / Cymma nprumeceii (Meron 1 + Metog
2) He 6oinee 0,7 %
7 |Water / Boaa 1.8 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Jara: 20.08.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toaroronexo: Ankit ITporepeHo: Santosh Kumar /Onobpeno: Menemxep / v j

Maurya ( / PykoBonutens Manoj Kumar ‘\Y“ :
Reprint Date: Reprint Date: Reprint Date:

Hara: 20.08.2024

Hara: 20.08.2024

Registered Cffice: 8-2-
T A€

33
Tal: +91 4949002

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
260, Fax: +91 40 4900 2598, Ernail: mzii@drreddys.com

CIN: L85195AP1984PLCOD4507

wwvydrredcdys.com




Dr.Reddy’s Q;'."

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

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

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UKAT AHAJIU3A

Page 4 of 8/ Ctp. 4 u3 8

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

| IIpoayxr: M6yxaun®, Ta61eTKH, IOKPHITHIE M1eH0YHOI 06010uK0ii, 400 Mr + 325 Mr

IIpouzBoacTBEeHHAS : MNB/05/263
JuneH3nsa Ne

Market/ PpiHOK :Russia / Poccus

Batch No / ] Batch Quantity / ~ 800000.0 tab/
Cepusi Ne g VAT O6beM cepun " 800000.0 Tab
Analytical Repo:'t No / - 040002620730 Date of Analysis / . 20.08.2024
AHaauTHuecKHuii oTyer Ne JaTa aHaym3a

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

JlaTa mpou3BoOACTBA T'ogen no

Mfg. License No. / MA number: /

Homep PY © JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananu3 nposegex no HJ: JITI-Ne(003654)-(PI"-RU)-101123

8 |Uniformity of dosage

units /
OnHopoaHOCTh Acceptance value (AV) should be not more than
JIO3MPOBaHHUS 0.7 15.0 / ITokazarens npuemiaeMocTd (AV) noynkeH
- ibuprofen / ubynpocden ObITH HE Honee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 0.7 15.0 / [oka3arens npueMaeMocTd (AV) foJkeH
napareTamosn 6bITh He 6onee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [MpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akatouenue: OJIOBPEHO

Prepared by / Checked by /
[Moarorosneno: Ankit

_| IIpoBepeHo: Santos%(umar /Onobpeno: Meunexep /

Approved by: Manager/Executive

Maurya ( PykosoauTens Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Hara: 20.08.2024 Hara: 20.08.2024 Hara: 20.08.2024

Registered Ctfice: 8-2-

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

33
Tel: +91 4G 4900 2560, Fax: +91 40 4900 2998, Ernail: mzii@drreddys com
CIN: L85 195AP1384PLCOO4507
wwnwarreddys.com




Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Ltd.
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.com
CEPTU®UKAT AHAJIHM3A

Page Sof 8/ Crp. Su3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: U6yknun®, TabaeTkH, NIOKPbITHIE MIEHOYHOIH 060104K0i, 400 Mr + 325 mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
| Cepus Ne sl O6nem cepun " 800000.0 Tab

Analytical Repo:‘t No / - 040002620730 Date of Analysis / . 20.08.2024

AHannTHYecKHii oTyeT No Jata ananuza

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

JlaTa npou3BoaCTBa TI'open go

Mifg. License No. / MA number: /

IIponzBoacTBeHHAs : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)

Homep PY
JuneH3us: Ne

_Analysis performed according ND

: / Anasm3 mposenen mo HJL: JITT-Ne(003654)-(PT-RU)-101123

onpeaejenue

397.8 mg/397.8 Mmr

326.17 mg/326.17 mr

9 |Microbiological purity* /
Muxkpobnosoruueckas
ypcToTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O61ee 4yucno He 6onee 1000 KOE/r
aspobHBIX
MHKpPOOPTaHH3MOB
b) Total combined yeasts Not more than 100 CFU/g/
and mould count / O61ee NA He 6onee 100 KOE/r
YUCJIO APOXOKEBBIX H
JIeCHEBBIX TpHOOB
Shall be absent in 1lg / OrcyrcrBue B
¢) E. coli NA Ir
10 |Assay / KoauuyecTBenHOe 360.0 to 440.0 mg of C;3Hs0; (ibuprofen) per

tablet /

Ot 360,0 mr 10 440,0 mr C3H 30, (ubynpoder) B
TabeTke

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

Ot 292,5 mr 1o 357,5 mr CsHoNO, (mapanetamon)
B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxr cootBeTcTBYeT Tpeboranusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IMToarorosnedo: Ankit

Checked by /

[TpoBepeHo: Sam% Kumar

Maurya

ok B T

Approved by: Manager/Executive

/OpobpeHo: Menemxep / -
Pykosoautenrs Manoj Kumar ¢

Reprint Date:
Jata: 20.08.2024

Reprint Date:
Jara: 20.08.2024

Reprint Date:
Iata: 20.08.2024

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

Tel: +91 40 4900 2900, Fax: +51 40 4900 299S, Ernail: maii@drreddys.cam
CIN; L35195AP1384PLCOO4507
wwyvrLdrreddys.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

CEPTUOUKAT AHAJHU3A

Page 6 of 8/ C1p. 6 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: Moykaun®, TabaeTkH, NOKPLITHIE IUIEHOYHOI 060.104K0i, 400 Mr + 325 mr

Market/ PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / _800000.0 tab /

Cepus Ne $ V2401537 O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002620730 Date of Analysis / - 20.08.2024

AHaTHTHYECKHH oTueT No Jarta ananusa

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

JaTta mpoM3BOACTBa I'oxen no

Mfg. License No. / MA number: /

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

nunen3us Ne

Analysis performed according ND: / Ananu3 nposened no HJI: JIII-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. / Ilo 10
leaflet in a carton. / ITo 10 Tabnetox |Tabnerok B IIBX/Al 6nuctep. ITo 1, 2 wmm 20
B [IBX/Al 6nucrep. Ilo 1 6aucrepy |6iaucTepoB B MNayky KapTOHHYIO BMeCTe C
B MayKy KapTOHHYI0 BMecTe C |HMHCTpyKUHeE Mo IpHUMEHEHHUIO.
MHCTPYKLHEHN 1O NMPUMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. /B cootetctBuu ¢ H/I.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ipu Temneparype He Bbile 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
rOJHOCTH

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.

Ipumeuanue: Ccollki B HOPMAaTUBHOM AOKyMeHTalluy npuBeneHs! Ha ['D PO XIV.
* TIpOBOJMTCS MPOU3BOAUTENEM TIPH BBILYCKE MEPUOIMUECKH: s Kaxaol 20-0l1 cepun UM He MeHee 1 pasa B ToA.
IToka3zarenb MOxeT ObITh He BKIFOUEH B cepTUdUKAT aHanu3a GupMsl.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3aknrwuenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Ankit

) Checked by /

IIposepeno: Santosh Kumar
Maurya ' &

/Ono6peno: Menemxep /

Approved by: Manager/Executive

PykoBoautens Manoj Kumar

el

Reprint Date:
Jlara: 20.08.2024

Reprint Date:
Jata: 20.08.2024

Reprint Date:
Jarta: 20.08.2024

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

Tel: +91 4G 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.corn

CIN: L3S 195AP1984PLCOD4A507

wv/vdrreddys.com




Dr.Reddy’s Q,‘?

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solain, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUD®UKAT AHAJIN3A

Page 70f 8/ Crp. 713 8

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

Ipoayxr: Moykaun®, Ta6neTkn, mOKPHITHIE IJICHOYHON 0601049K0¥, 400 Mr + 325 mr
pony Y p

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne $ V2401537 O06beM cepuu " 800000.0 Tab

Analytical Repoz‘t No/ . 040002620730 Date of Analysis / . 20.08.2024
Axasurndeckuii oTuer Ne JlaTa aHau3a

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

JaTa npou3BoJcTBa T'oxen go

Mfg. License No. / MA number: /

IIpon3eoacTBeHHast : MNB/05/263 Homep PY : JIII-Ne(003654)-(PI'-RU)

Jaunen3zus No

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

API name / HaumenoBanue APC: Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
INN / MHH: Ibuprofen / M6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM240042 0045/24-25

Homep cepun nponzpogurtenis ADC:

FP Manufacturer API Batch number /

Homep cepun cyOcTaHINHH IPOH3BOAUTEIS FERA00230 FERA00275
JId:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa OKxTuB Limited, India / Ilpu Kpuiuna
Ipouzsoantens A@C, cTpana: ®apma Caitencus Jlumuren, dapmackrotikanc Jlumuten,

WNunus Hunus

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) /
HaumenoBanne, agpec, THUEH3HS XA H-p Pepnu’c Jlabopatopuc JItn., Uuaus, ITponssoncTBeHHOE
IIpou3eoacTBeHHas miaomagka / Iliomanka noapaszaenenue-6, Bun. Kxons, Hanarapx Poyn, bannu, JIMCTpUKT
KOHTpoJisi KadecTBa / Ilmomanka Beinycka Conan, X.I1., 173205, Muaus (muuensust Homep MNB/05/263)

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTseTcTBYET TpebosanuaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Ankit
Maurya

[TpoBepeHo: Santosh Kumar

——

Approved by: Manager/Executive

/Opobpeno: Menemxep /
Pykoroautenr Manoj Kumar‘\

Reprint Date: Reprint Date:
Hara: 20.08.2024 Hata: 20.08.2024

Reprint Date:
Jara: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

wwyv.drredadys.

com




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

&
DI". Reddy’s Q;.. Viil. Khol, Nalagarh Road, Bacidi,

Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTHOUKAT AHAJIU3A

Page80f8/Crp. 8 u3 8

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Nponykr: M6ykamn®, TabaeTKH, NOKpLITHIE M1eHOYHOI 06010uKoii, 400 Mr + 325 Mr
Market / PpiHOK :Russia / Poccng
Batch No / ; Batch Quantity / . 800000.0 tab/
Cepus Ne il O6bem cepun " 800000.0 Tab
Analytical Repo‘}'t No/ - 040002620730 Date of Analysis / . 20.08.2024
AHAJIMTHYECKHH oTyeT Ne JlaTta ananu3a
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029
JlaTa npou3BoAcTBA I'open g0
Mfg. License No. / MA number: /
IIpon3soacTBeHHAasA : MNB/05/263 ’ : JIII-Ne(003654)-(PI'-RU)
Homep PY
JuneH3usa Ne
Analysis performed according ND: / Ananu3s nposeaen no HJL: 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».

3akmodedue o cooTBercTBUM: «HacTosIKUM s MOATBEPXK/a0, YTO NpPUBEJCHHAS BbIlle MHGOPMALIUS ABJIAETCSA
JOCTOBEPHOM W TOYHOM. DTa cepus MPOAYKLMH TMpou3BeleHa (BKIOYas yNakoBKYy (MapKHPOBKY) U KOHTpPOJb
KauecTBa) Ha BBIICYKA3aHHOW TPOU3BOACTBEHHON IUIoIaAKe (MUIOIIAAKax) B TMOJHOM COOTBETCTBHH C
TpeboBanuaMHU [paBun Hajanexamei Mpou3BOJCTBEHHOHN NpakTHKU EBpasuiickoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u Tpe6OBaHUAMHU KOHTPOJIA KaYeCTBA JIEKAPCTBEHHBIX CPEACTB,
a TaKk)Ke B COOTBETCTBHUHM CO cnelrdUKalUsIMK, COASPKAILMMUCS B PETUCTPALIMOHHOM JIOChE CTPaHBI-UMIIOpTEpA.
3amycH 1o NpOU3BOJCTBY, YIIAKOBKE M aHANK3Y MTPOBEPEHBI, M YCTAHOBJIEHO X COOTBETCTBUE TpeboBaHHAM [Ipasun
HaJexallell Npou3BoACTBEHHON NpakTHKU EBpa3suiicKoro 3KOHOMHYECKOTO COK03a.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanne: [IpoaykT cooTBETCTBYET TpeboBanusm HJI 3axkmouenne: OJOBPEHO
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