Dr.Reddy’s ‘_:.

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIM3A

Page 10f8/ Crp. 1138

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: Ubyknnn®, Ta6aeTicH, NOKPHITHIE Ni1enounoi 060/104K0il, 400 mr + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / f Batch Quantity / _ 800000.0 tab /

Cepus No : i 2 QbBem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002622306 Date of Analysis / . 20.08.2024

AnannTHyeckHii oTyer Ne Jata ananusa

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

JlaTa npoH3BOACTBA Tonen 1o

Mfg. License No. / MA number: /

IIponsBoacTBeHHAS : MNB/05/263 H ’ : JIII-Ne(003654)-(PT-RU)
omep PY

nunensna Ne

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

Ne |Test / Iloka3aTeab

Results/ PesyabTaTel

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerku
KancynoBUAHOH ¢OpMbl, NOKPLITIE
MIEHOYHOH 060M04KOoil OpaHXeBOro
1IBETa, C PHCKOW Ha ONHON CTOpPOHE;
Ha TOMEPEYHOM paspese — AOPO
6enoro 1Bera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky KancyoBUIHOMK
$OpMBI, IOKPBITHIE MIEHOUHOK 060NIOUKOH
OpaHEBOro IBETA, C PUCKOH Ha OIHOH CTOPOHE;
HA MoNepeYHoM paspese — Anpo 6enoro unu
noutH 6enoro useTa.

Remarks : The Product conforms to ND/
TIpumeyanne: [Iponykr cootercTBYeT Tpebosanusam HI

Opinion : APPROVED
Jakawuenne: OJOBPEHO

Prepared by /

Checked by /

Toarorosneno: Santosh Kumar | IlpoBepeHo: Pawarl)n Kumar

Maurya % _%“

Approved by: Manager/Executive

/Opo6peno: Menemxep / = Mﬂ
Pykosoautens Manoj Kumar @_

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hata: 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; L85195AP1584PLCD04507

www.drreddys.com




Dr.Reddy’s Q;..’.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDia,
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIM3A

Page 2 of 8/ Crp. 2 us 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6yrann®, TabaeTn, MOKpLITHIE IeHoYHoil 0603104K0ii, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccnst

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepns Ne R Q6Bem cepnu ° 800000.0 126

Analytical RepoIt No/ - 040002622306 Date of Analysis / . 20.08.2024

AnanuTHyeckuii oruer Ne Jlara avanunsa

Date of Manufacture / - 07/2024 Date of Expiry / . 06/2020

Jata npoxsBoacTBa TI'ogex o

Mfg. License No. / MA ber: /

Ipou3BoACTBeHHAR : MNB/05/263 ooy o i : JITI-Ne(003654)-(PT-RU)
Homep PY

JHIEeH3Hs Ne

Analysis performed according ND: / Ananus nposenes o HJI: JIIT-Ne(003654)(PI'-RU)-101123

2 |Identification /
IMopamMHHOCTE

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 y/iepKHBAHWA OCHOBHBIX NHKOB Ha
XpoMaTorpamMme HCTBITYEMOrO PACTBOPA JIOJDKHbI
COOTBETCTBOBATHL BPEMEHAM YIEPXKHBAHHWSA THKOB
Ha& XpOMATOrpaMMe PpacTBOpa CTaHHAPTHEIX
obpazuor ubynpodeHa u napaueramona (pasuen
«KonuuecTBeHHOE OTPEAEIeHHEY)

3 |Average tablets weight /
Cpennsasi Macca TabaeTok

974.9 mg / 974.9 mr

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

mg

o 999,1 Mr

4 |Disintegration /
PacnanaeMocTs

07 min 32 sec / 07 MuH 32 cek

Not more than 30 min /
He bonee 30 Mun

Remarks : The Product conforms to ND/
IIpameuanue: [Ipoaykr coorsercTeyer Tpebosanuam HJI

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Prepared by /
TToarororneHo: Santosh Kumar
Maurya

e

Checked by /
[Tpoeepeno: Pawan Kumar

e

Approved by: Manager/Executive

/Ono6peno: Menemxep / ’ﬁl 9

Pykosoantens Manoj Kumar

Reprint Date:
Jara; 20.08.2024

Reprint Date:
IHara: 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, Email: mai!@drreddys.com
CIN: L85135AP1984PLCO0450)7

www.direddys.com



Dr.Reddy’s s

Dr. Reddy's Laboratories Ltd,
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOMKAT AHAJTH3A

Page3of 8/ Crp. 3 u3 8

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

Ipoayicr: A6yicnun®, TabreTkn, TOKPLITHIE TUIeH0UHol 060)04Koii, 400 Mr + 325 Mr
\ Ad p

Market / PoiHok :Russia / Poccud
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepusa Ne 2301579 O6beM cepuu " 800000.0 Tab
G O : 040002622306 Date of Analysis/ . 54 gg 7024
| AHanuTHYecKH it oTaeT Ne JlaTa aHasn3a
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029
JlaTa npoOH3BOACTRA T'ogesn 1o
Mfg. License No. / MA number: /
Ilpon3BoAcTBEHHASA : MNB/05/263 i : JII-Ne(003654)-(PT"-RU)
Homep PY
THuenzust Ne

Analysis performed according ND: / Ananus nposejien mo HJI: J_I_l'l—Ne(o{lSﬁS-'l)'ﬂ(PI”-RU)-lﬂl 123

5 |Dissolution /

PacrBopenne
97 % to 100%

99 % to 102%

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

He menee 70 % (Q) Ci:His0; (ubynpoden) yepes
30 mMuH

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

He meree 70 % (Q) CsHoNO: (napaueramon)
yepes 30 MuH

Related substances / 0.0003%

PogcTBeHHbIE IPHMeECH
Method 1/ Metop 1

Method 2 / MeTox 2

0.0003%

Below BDL (BDL Area= 6943) / Huxe
nopora peructpauud (IIP Area 6943)

4-aminophenol (paracetamol impurity) - not more
than 0.005% /

4-amuHogeHoN (DpUMECh [apaleTamMona) He
bosee 0,005 %

Any individnal impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

Jlro6as enMHuuHas npuMeck (MOynmpodeHa M
napaueramosa) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not miore
than 0.7% / Cymma npumeceii (Meroa 1 + Metox
2) He 6oxee 0,7 %

Water / Bona 1.8%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumevanne: ITpoaykT cooTBeTCTBYET TpeboBanusam HY

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

TToprotoBneno: Santosh Kumar | [Ipoepeno: Pawan Kumar /Ono6peno: Menemxep / V

Maurya @g 7 Pykosogutens Manoj Kumar @ﬁi
Za A

Reprint Date: Reprint Date: Reprint Date:

Hara: 20.08.2024 Hara: 20.08.2024 Hata: 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: L85195AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;'.

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS  \uw.drreddys.com
CEPTHOHKAT AHAJH3A

Page 4 of 8/ Ctp. 4 u3 8

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

Hpoayxr: U6ykaun®, TabaeTku, NOKPLITHIE niesouHoii oGonouKoii, 400 mr + 325 mr

Ipou3BOACTBEHHAS : MNB/05/263

Market / PbIHOK :Russia / Poccus

Batch No / g Batch Quantity / _ 800000.0 tab /

Cepust Ne A O6nem cepuu * 800000.0 Ta6

Analytical Repo:'t No/ . 040002622306 Date of Analysis / . 20.08.2024

Anasuragecknii oraer No Jlara anajnsa

Date of Maanacture / . 07/2024 Date of Expiry / . 06/2029
JlaTa npoH3BOACTEA T'open 1o

Mfg. License No. / MA number: /

anuensus Ne

Homep PY : JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / AHaJu3 npoBe/ieH no HJI: JIII-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage

units /
OxHOpOAHOCTD Acceptance value (AV) should be not more than
JIO3¥pPOBAHHS 0.7 15.0 /IlokazaTens npreMineMocT (A'V) Josken
- ibuprofen / u6yapoden 6bITh He Gonee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 0.7 15.0 / [Toxa3aTens npuemieMocTa (AV) nomkeH
napareramol 6BITH He Gornee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: Tpoxyxr coorsercTByeT Tpebopanusm HIL

Opinion : APPROVED
3axmovenne: OJIOBPEHO

Prepared by / Checked by /

Ioxroropneno: Santosh Kumar | IIposepeHo: Pawan Kumar /Ono6peno: Menemxkep /

Maurya Q& e
i j—L

Approved by: Manager/Executive

PykaroauTtens Manoj Kumar (U477

Reprint Date: Reprint Date:
Hara: 20.08.2024 Jlara: 20.08.2024

Reprint Date:
Tata: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, Indfa
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.direddys.com



Dr.Reddy’s Q;'f"

Dr. Reddy's Laboratories Ltd.

Formuilation Unit-6

Vill. Khal, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIU3A

Page 50f 8/ Ctp. S u3 8

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

Hponvicr: W6yicann®, rabnerkn, mokphiThie nienounoi odomotuKoii, 400 Mr + 325 Mr
hadil 3 p

Market / Peinok :Russia / Poccus

Batch No/ . Batch Quantity / . 800000.0 tab /

Cepusi Ne e O6bem cepun " 800000.0 Ta6

Analytical RepoE't No/ . 040002622306 Date of Analysis / . 20.08.2024
AHasuTHYecKuii oTyer Ne Jlara aHAJIH3A

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

Jata npoH3BOACTBA "onen jpo

Mfg. License No. / MA number: / [

ITpousBoAcTBeHNHAS : MNB/05/263 Homep PY : JII-Ne(003654)-(PT-RU)

JuueH3usa Ne

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

9 |Microbiological purity* /
Mukpobuosornyeckan
YyHCTOoTa*

a) Total aerobic microbial
count / Obuiee yucIo
a3pobHbIX

MHUKpPOOPraHu3iMOB

NA

b) Total combined yeasts
and mould count / Obuiee
YHCIIO APONOKEBBIX H
TUIECHEBBIX rpHboB

NA

c) E. coli NA

He 6onee 100 KOE/r

Shall be absent

1r

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

Not more than 100 CFU/g /

in lg / OrtcyrctBue B

10 |Assay / KonuvecTBeHHOE
onpeneieHHe

398.0 mg / 398.0 mr

324.75 mg/ 324.75 mr

tablet /
Tabierke
tablet /

Ot1292,5 mr 10 357,5
B TabJneTke

360.0 to 440.0 mg of C;3H .02 (ibuprofen) per
Ot 360,0 Mr mo 440,0 mr C 3111402 (u6ynpodieH) B

292.5 to 357.5 mg of CsHoNO: (paracetamol) per

mr CsHyNO, (napaueramoli)

Remarks : The Product conforms to ND/
Ipumeyanne: IIpoayxt cooTBeTcTByeT TpeboBanuam HJI

Opinion : APPROVED

3axuroyenne: OJOBPEHO

Prepared by /
[ToarotoBneno: Santosh Kumar

Maurya m,

e

-

Checked by /
IlpoBepeno: Pawanﬂf{umar

Pl

e

Approved by: Manager/Executive
/Opo6peno: Menemxep /
Pyxososiurens Manoj Kumar

Reprint Date:
Iata: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Jara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85195AP1584P1.C004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

L1 Formulation Unit-6
Dl’. ReddY’S .. Vill. Khol, Nalagarh Road, Baddji,
. Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIA3A

Page6of 8/ Ctp. 6 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
poaykr: H6viann®, TabreTKy, NOKPLITHIE MICHOYHO# 06os04Koi, 400 Mr + 325 mr

Market / Peinok :Russia / Poccna
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepun Ne e Ob6bem cepun " 800000.0 Tab
Analytical Report No/ . 040002622306 Date of Analysis / . 20.08.2024
| AnaauTHYecKHil 0TyeT No Jara aHaiH3a
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
JlaTa mMpOH3BOACTBA e Ionen xo
Mfg. License No. / MA number: /
IIpon3soncTBeHNAS : MNB/05/263 ' } : JITI-Ne(003654)-(PI'-RU)
Homep PY
JHueH3ns Ne

Analysis performed according ND: / Auaan3s uposenes no H)T: JITI-Ne(003654)-(PT" -RU)-101123

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tabletsin PVC/Alblister. 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 |Tabnetox B I[IBX/AIl 6imcrep. o 1, 2 nnu 20
B [IBX/Al 6nncrep. [To 1 Gnuctepy |6mucTepos B Ma4yky KapTOHHYIO BMECTe C
B MauKy KapTOHHYIO BMeCTe C |MHCTPYKLHEH 1o NPpUMEHEHHIO.

HHCTPYKUHMER NO NPRMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. / B cOOTBETCTBHH € H,Lf

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenne I1pu Temnepatype He Boime 25 °C.

14 | Shelf life / Cpok S years / 5 net
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.

Hpumevanue: CCbUKY B HOPMATUBHON IOKYMEH TALIMM MPHBE/IEHbL Ha | U PO X1V,
* [IpOBOJMTCA IPOM3BOXMTENEM NP BBINYCKE NEPHOAMHECKH: AN kaxIod 20-0H CepAH UIM HE MeHEe 1 pa3a B ron.
TTokazaTesb MoXeT GbITE HE BIIIIOYEH B cepTHOUKAT aHanu3a QHPMEL.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Tponykr coorerctyet TpeGopannam HIT 3axmouecune: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
INoxarotoenexo: Santosh kumar Ipoeepeno: Pawan Kumar /Omobpeno: Menekep / M
Maurya a > Pykopoaurens Manoj Kumar J
e S
Reprint Date: Reprint Date: Reprint Date:
Harta: 20.08.2024 Hara: 20.08.2024 Iata: 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 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s €5

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!a
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJTH3A

Page Tof8/ CTp, Tuz 8
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoxykr: Hoyxnnn®, TabneTkH, NOKPhITHIE NIEHOYHOM 060104k, 400 Mr + 325 Mr
Market / Ppinok :Russia / Poccus ]
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepusa Ne 1 V2401572 O6neM cepHH " 800000.0 126
Analytical Repog‘t Neo/ - 040002622306 Date of Analysis / . 20.08.2024
AnagmuTuYecKkHii ordeT Ne JlaTa aHanu3a
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
Jlata MpON3BOACTBA e
Mfg. License No. / : MA number: /
IMpon3BoACTBEHHAS : MNB/05/263 : 1 JIII-Ne(003654)-(PT-RU)
nuneH3us No

Analysis performed according ND: / Ananu3s npogesen no HJL: JIII-Ne(003654)-(PT-RU)-101123

API name / Haumenosauue APC:

Tbuprofen / U6ynpodeH

Paracetamol / [Tapaueramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / ITapanieramon

API manufacturer batch number / 1101/24/A-1139 4096/24-25
Homep cepuy nponsBoauTens ADC:
FP Manufacturer API Batch number /
Homep cepuu cyOGCTAHIIHH MPON3BOIHTEIS FERA00348 FERA00309
LJId: L
UOIL Clatatiiez| 5 e Sri Krishna Pharmaceuticals

API Manufactured by & country /
Hpouzeogurens ADC, crpana:

Pharmaceuticals Limited, India /
HUOJI Kemuxasic 3H1
dapmacsloTUKaC JluMHTEN,
WHaus

Limited, India / IlIpn Kpuruxa
apmacstotukaic Jlumuten,
HUunus

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

HaumesnoBaHnue, apec, JTHIEHIHS JJI0

KOHTPOJIs KauecTsa / Ilnomanka BeIMycKa

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

I-p Penw’c Jlabopatopuc Jita., Manus, [Ipou3sBoacTBeHHOE

HpounssoncTBenHas miomaaxa / Ilnomanxa noapaznenesue-6, Bumn. Kxons, Hanarapx Poya, banau, uctpuxr
Conan, X.JT., 173205, Maus (muuensus womep MNB/05/263)

MNB/05/263) /

Remarks : The Product conforms to ND/
Mpumeuanue: [poaykr coorsercrayer tpedosannam HJL

Opinion : APPROVED
3axaouenne: OJOBPEHO

Prepared by / Checked by /

Maurya @}’ i‘

Ioarotosneno: Santosh Kumar | ITposepeno: Pawan Kumar
D s

Apprz)_\/e_d by: Manager/Executive
/Ono6peno: Menemkep / Mﬂ
Pykosonutens Manoj Kumar

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, Banjara Rills, Hyderabad -

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
D , ‘...! Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
r. Reddy S . Distt. Salan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJTH3A

Page 8 of 8/ Crp. 8 u3 8§

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

Mpoxykr: M6yknuu®, Tabaerkn, NOKpsITHIe NIeHOYHOH 060104K0i, 400 Mr + 325 Mr o s
Market / Peinok :Russia / Poccust |
Batch No / . V2401579 Batch Quantity / ~ 800000.0 tab /

Cepus Ne i O6BheM cepun " 800000.0 Ta6 el
Analytical Reponrt No/ . 040002622306 Date of Analysis / - 20.08.2024

AHaguTH9ecKui 0TdeT Ne JlaTa anasu3a

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

Jara npon3BoACcTEA Iomen o

‘Mfg. License No. / - MA number: /

Ipounssoacreennasn : MNB/05/263 ) : JII-Ne(003654)-(PT-RU)

Homep PY
nuueHsna Ne
Analysis performed according ND: / Anaani nposejien o HJI: JITT-Ne(003654)-(PI'-RU)-101123 L

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».

3aka04eHHe 0 COOTBeTcTBHH: «HacTosmuM 1 NOATBEPXKAAI0, YTO NMPHUBECHHAs Bbllle HHPOpMAUHUA ABJIAETCA
IOCTOBEPHO# M TOYHOM., DTa cepua MPOLYKUMH MpOH3BeleHA (BKIIOYAs yNAKOBKY (MApKMPOBKY) MW KOHTpOJb
KAayecTBa) HA BHILEYKA3aHHON MPOM3BOACTBEHHOH MOWaJKe (Niomankax) B MOIHOM COOTBETCTBHA €
Tpe6opaHuamy [paBui Haanexawel NpoW3BOACTBEHHON NPaKTHUKH EBpasHicKoro 3xOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabpsa 2022) v TpeboBaHHAMU KOHTPOIIA Ka4€CTRA JIEKAPCTBEHHBIX CPE/CTB,
a TaKXe B COOTBETCTBUH CO CIIeUMPUKALMAMH, COAEPKAMMUCI B PETHCTPALMOHHOM I0CHE CTPaHbI-HMIIOPTEPA.
3aMMCH [0 IPOU3BOJICTBY, YIIAKOBKE U aHATH3Y IPOBEPEHBI, H YCTAHOBIEHO MX COOTBETCTBHE TpeboBaHHAM Ilpasun
HaJJexallei Npoxu3BoJACTBEHHOH NPakTUKH EBPasHHACKOro 3KOHOMHYECKOIO COKO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
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