Dr.Reddy’s ‘g‘

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

Viil. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, IND)|4
Tel : +91 98156 56001-02

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

Page10f8/Crp. 113 8

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

MpoayxTt: M6ykaun®, TabJeTky, HOKPBITHIE IUIEHOYHOI 060,104K0#, 400 Mr + 325 Mr

Market/ PbiHOK :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000.0 tab/

Cepust_Ne + V2401583 O6bem cepuu " 800000.0 Tab

Analytical Report No / - 040002624674 Date of Analysis / . 90.08.2024

AHanuTHYeCKHid oTyeT No JlaTa aHasu3a s

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

JlaTa mpoH3BOACTBA I'oneH no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 H ) : JITI-Ne(003654)-(PT-RU)
omep PY

Junen3Hs Ne

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

Ne |Test/Iloka3zaTenn Results/ PezyabTathl

Specification / Hopma

Appearance /
1 |Omnucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabOnetku
KarcyJOBUIHONH (OPMBI, MOKPLITHIE
TJIEHOUHOH 000JI0UKOlf OpaHKEBOTO
1IB€Ta, C PUCKOH Ha OJHOH CTOPOHE;
Ha TOMepedyHOM paszpe3e — s[Apo
oernoro ngera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky kancynoBUIHOM
(hOpMbl, IOKPBITHIE TIIEHOUHOH 060MoUKOH
OpaHXXEBOTr'O 1IBET, C PUCKONH Ha OJHOI CTOPOHE;
Ha nomnepevyHoM paspese — siapo 6enoro nim
noyTH 6eyoro LBeTa.

Remarks : The Product conforms to ND/
Ilpumeuanmne: [IponykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive

Jara: 20.08.2024 Hara: 20.08.2024

[ToarotoBneHo: Ankit ) [TpoeepeHo: Santosh Kumar /Opodpeno: Menemxep / W
: i / U-
‘/Y/ Maurya Pykopoantens Manoj Kumar (f*
Reprint Date: . Reprint Date: Reprint Date:

Jara: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, Incia
Tel: +91 40 4900 2960, Fax: +91 40 4900 2598, Ernail: meii@drreddys.com
CIN: L85195AP1984PLC0D1507
wwearreddys com



Dr.Reddy’s Q':‘

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

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

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

Page2of 8/ Ctp. 2 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpogyxr: Woykmun”, TabieTkn, IOKPHITHIE NIEHOUHOI 06oa0uKoii, 400 Mr + 325 mMr

| Market / PoiHoK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepns Ne e Obbem cepuun * 800000.0 Tab
Analytical Rep0ft No/ . 040002624674 Date of Analysis / . 20.08.2024
AxanaTH4yeckuii oTyer Ne JaTa anaau3za
Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029
Jata npousBoacTea T'oaen o
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAst : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)

Homep PY

Junensus Ne

Analysis performed according ND: / Anann3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Complies as prescribed/
CoOTBETCTBYET

2 |Identification /
IToanuHHOCTDH

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) /
BpeMena yaepxuBaHWsS OCHOBHBIX ITMKOB Ha
XpOMaTorpaMMme HCIBITYEMOro pacTBOPa JOJDKHBI
COOTBETCTBOBAThH BpeMeHaM yIEepXKUBAHHS THKOB
Ha XpoOMaTorpamMme pacTBOpa CTaHIAPTHBIX
obpazuoB ubynpodena u napaueramona (pasien
«KonuiecTBeHHOE ONpeeNICHHEN)

3 |Average tablets weight / 970.7 mg / 970.7 mr

Cpennss macca Ta6/1€TOK

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

Or 940,9 MT no 999,1 MT
(970,0 Mr & 3,0 %)

4 |Disintegration /
PacnapaemocTnb

08 min 04 sec / 08 muu 04 cek

Not more than 30 min /
He 60nee 30 mun

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHuAM HJI

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Prepared by / Checked by /

[ToaroTorneno: Ankit / _| Tposepeno: Santosh Kumar
‘/ﬂ/ Maurya L;EL#

Approved by: Manager/Executive
/OnobpeHo: Menemxep /

PykoBoautens Manoj Kumar :‘]Yd_zﬂitﬁ

Reprint Date:
Jata: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hata: 20.08.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L851954AP1584PLCOO4507

WAL Arredays.com




& Dr. Reddy's Laboratories Ltd.
[ Formulation Unit-6
Dr. Reddy’s q... Viil. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTHOUKAT AHAJIU3A

Page3of 8/ Ctp.3 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: H6ykann®, TabaeTKH, NOKPHITHIE MJIeHOYHO# 060104K0ii, 400 Mr + 325 mr

Market / PoiHoK :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepust Ne 3 V=D O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002624674 Date of Analysis / . 20.08.2024

AHanuTHYeCKUI oT4yeT No Jata ananuza

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

JlaTa npoU3BOACTBA TI'ogen g0

Mfg. License No. / MA number: /

IIpou3BoACcTBEHHAA : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)
Howmep PY

Junen3us Ne

_Analysis performed according ND: / Anasnn3 nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

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

5 |Dissolution /

PacrBopenne
97 % to 101% He menee 70 % (Q) CisHi302 (ubynpoden) uepes
30 MuH
Not less than 70% (Q) of CsHyNO; (paracetamol)
after 30 min /
98 % to 103% He menee 70 % (Q) CsHoNO, (mapanueramonn)
qepes3 30 MUH
6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoacreeHHbIE PpUMeCH than 0.005% /
Method 1/ Meton 1 4-amunoderon (mpuMech mapaueramosia) He

oouee 0,005 %

Any individual impurity (of ibuprofen or
Method 2 / MeTon 2 0.04% paracetamol) - not more than 0.3% /

JIro6ast emuHu4Has npumech (MOynpodena uiu
napateramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more

0.04% than 0.7% / Cymma npumeceii (Meroa 1 + Mertox
2) e 6onee 0,7 %
7 |Water / Bona 1.6 % Not more than 5.0% /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoaykr cootBercTBYeT TpeGoBanuaM HJI 3axmouenue: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Ankit [TporepeHo: Santosh Kumar /Opnobpeno: Menemxep / \‘JWLP
Maurya C@ Pykosoautens Manoj Kumar W72
Reprint Date: Reprint Date: Reprint Date:
Hata: 20.08.2024 Jara: 20.08.2024 Hata: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabadi - 500034, Telangana, India
fel: 491 40 4960 2900, Fax: +41 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP19S4PLCOD4507
wvdrreddys.com




Dr.Reddy’s Q_‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories (td.
Formulation Unit-6

Viil. Kivol, Nalagarh Road, Bacdi,
Distt. Solan, H.P, 173 205, IND)a
Tel : +91 98166 56001-02
www.arreddys.coin

CEPTHO®UKAT AHAJIU3A

Page 4 of 8/ Ctp. 4 uz 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
poxyxr: U6ykann®, TaGueTky, NOKpbITHIE MJIeHOYHOH 0601049K0i#, 400 Mr + 325 mr

Market / Poidok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne 3 V2401563 O6bem cepiin " 800000.0 Tab

Analytical Repourt No/ . 040002624674 Date of Analysis / . 20.08.2024

AHaauTHYecKHil oTueT Ne JlaTa ananusa

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

JlaTa npoM3BOACTBA Tonen 1o

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Ananns nposenen no H/L: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OnoHOPOAHOCTD
JI03UPOBaHMs

- ibuprofen / ubynpoden

- paracetamol /

rapaneTamoi

Acceptance value (AV) should be not more than

1.1 15.0 / Iokasarens npuemieMocTyl (AV) noyxex

ObITL He bonee 15,0

Acceptance value (AV) should be not more than

1.1 15.0 /Iokasarens npuemaemMocTd (AV) 10JKeH

ObITE He Oonee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykt cooTBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
[MToaroroeneno: Ankit

Checked by /
ITposepeno: Santosh Kumar
Maurya @-«

Approved by: Manager/Executive
/OnobpeHo: Meunenxep /

PykosoauTens Manoj Kumar'.\f‘M'

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reyistered Cifice: 8-2-357, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India

Tel: +51 40 5900 2960, Fae +8

Clid: L35195AP 19SIPLZ004507

wandrreddys.com

1404300 2898, Email: maii@drreddys com




Dr.Reddy’s Qf':‘

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDj{A
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UKAT AHAJIM3A

PageSof 8/ Ctp. 5 u3 8

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

Mpoayxr: M6ykaun®, TagneTky, NOKPLITHIE IIEHOYHOH 060.J04KOM, 400 MI + 325 Mr

Market/ PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab/

Cepust Ne j V2401583 Oo6bem cepun " 800000.0 Tab

Analytical Rep0ft No/ - 040002624674 Date of Analysis / . 20.08.2024

AHaJIHTHYECKHI oTueT No JlaTa aHaiau3za

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

JaTa npoH3BOACTBA Tonen xo

Mifg. License No. / MA number: /

IlpouzBoacTBeHHas! : MNB/05/263 ’ . JIII-Na(003654)-(PT-RU)
Homep PY

Junen3us Ne

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

9 |Microbiological purity* /
MuxkpobHosornyeckas
yucrora*®

a) Total aerobic microbial
count / Obuee yncno
aspobHBIX
MHKPOOPFraHU3MOB

NA

b) Total combined yeasts
and mould count / Ob1ee
YHCIO JIPOXKEBBIX H
IJIECHEBBIX TPHOOB

NA

¢) E. coli NA

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

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

Shall be
Ir

absent in 1g / OtcyrcTBHEe B

10 |Assay / KosinuecTBeHHOE

onpeneaeHne
394.8 mg /394.8 mr

324.38 mg/324.38 mr

360.0 to 440.0 mg of Cy3sH 30, (ibuprofen) per
tablet /

Ot 360,0 mr no 440,0 mr C,3H 130, (ubynpocden) B
TabyieTke

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

Ot 292,5 mr g0 357,5 mr CsHoNO; (napaueramon)
B TabyneTke

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive

JHara: 20.08.2024 JHara: 20.08.2024

[MoarorosneHo: Ankit [TpoBepeHo: Santosh Kumar /OnobpeHo: Menexep / '\y-: ,"
ﬁ} Maurya @ PykosoauTens Manoj Kumar 1Y e
Reprint Date: & Reprint Date: Reprint Date:

JHata: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tel: +91 40 4900 2960, Fax: +51 40 4900 2995, Email: maii@drreddys.com
CIN: L35195AP1984PLCO04507

wawwdrreddys.com




Dr.Reddy’s ‘;’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel . +91 98166 56001-02
www.arreddys.cormn

Page 6 of 8/ Ctp. 6 u3 8

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

IIpoxyxr: No6ykaun®, TabaeTKH, MOKPLITHIE NIeHOYHOIT 060/104K0ii, 400 Mr + 325 mMr

Market / PoiHOK :Russia / Poccug
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust Ne s VACHIoTS O6bem cepHH " 800000.0 Tab
Analytical Report No / - 040002624674 Date of Analysis / . 20.08.2024
AnanuTaueckuii oTyeT No JlaTa aHaan3a
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
| laTa poM3BOACTBA T'open 1o
Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : MNB/05/263 : : JIII-Ne(003654)-(PT-RU)
Homep PY
JIHIeH3us1 No

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

11 | Package / YnakoBska 10 tablets in PVC/Al blister. 1 |10 tablets in 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. / [To 10 Tabnerok |Tabnerox B IIBX/Al 6nuctep. Ilo 1, 2 unu 20
B [IBX/Al 6nuctep. ITo 1 6mucrepy |6nMcTepoB B NauKy KapTOHHYKO BMeCcTe C
B Ia4Ky KApPTOHHYIO BMECTE C |MHCTPYKLHEH M0 MPUMEHEHHUIO.
UHCTPYKUHeEl M0 NpUMEHEHHUIO.
12 | Labeling / MapkupoBka |According to ND. / B coorserctBuu ¢ HJL
13 | Storage conditions / At temperature not more than 25 °C./
Xpanenue ITpu Temneparype He Bbiwe 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
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: CCbIIKHA B HODMATHBHOM JOKYMEHTalMHK npuBeaeHsl Ha I'® PO XIV.
* TIpOBOAMTCS MPOM3BOAMTENEM NPH BBITYCKE NEPHOAMUECKH: JUIA Kaxo# 20-0# cepuy uim He MeHee 1 pasa B roa.
[Toka3aTeb MOXeT ObITh He BKJIFOUCH B CEpTH(HHUKAT aHaH3a GUPMBIL.

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoayKT cooTBeTcTBYeT TpedopaHusaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[Toarororneno: Ankit )
Maurya

——

[Mposepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep / '
PykoBoaurens Manoj Kumar

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hata: 20.08.2024

Reprint Date:
JHara: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4960 2906, Fax: +51 40 4900 2998, Ernail: maii@drreadys.com
CIN: LS5195AP1984PLCOD4507
wwnedrieddys.com




Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

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

Viil. Knol, Nalagarh Road, Badyi,
Distt. Solan, H.P, 173 205, INpjA
Tel : 491 98166 56001-02
www.drreddys.com

Page 7 of 8 / Crp. 7u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoays<T: l-l'ﬁ}’kmm""', Tab/IeTKH, NOKPLITHIE IeHOYHOI 000104K0i, 400 Mr + 325 mr

Market / PpiHOK :Russia / Poccus

Batch No/ , Batch Quantity / ~800000.0 tab /

Cepus Ne ROt OGbem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002624674 Date of Analysis / - 20.08.2024

AxannTHyecknii oryer No Jara anannsa

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

JaTa poOH3BOACTBA Togen go

Mfg. License No. / MA number: /

IIponsBocTBEHHAS : MNB/05/263 ’ : JIII-Ne(003654)-(PT"-RU)
Howmep PY

JHIeH3HA Ne

Analysis performed according ND: / Anaaus nposeaen no HJL: JIII-Ne(003654)-(P1'-RU)-101123

API name / HanmenoBaune ADC: Ibuprofen / Ubynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / ITaparnieramon
API manufacturer batch number / 1101/24/A-1171 4097/24-25
Homep cepnn npoussoautenst ADC:
FP Manufacturer API Batch number /
Homep cepuH cyGcTaHIMHM MPON3BOAHTEIA FERA00350 FERA00310
I'JId:
IOL Chemicals and

API Manufactured by & country /
Ipoussoaurens APC, crpana:

Pharmaceuticals Limited, India /
HOJI KeMukaic 5HA
®dapmackrotukaic Jlumuren,
Ungus

Sri Krishna Pharmaceuticals
Limited, India / Ulpu Kpumina
®apmacbrotukanc Jlumuren,
Hnnus

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

site /

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

HaunmenoBaHHue, afpec, THIEH3HSA MJIS
IIpon3BoacTBeHHas miowaaka / Ilnomagka

H-p Pennu’c Jlabopatopuc JIta., Uuans, [IpoussoacTBEHHOE

nonpasaenenue-6, Bumi. Kxons, Hanarapx Poyn, banau, Juctpukr

Conan, X.I1., 173205, Uuaus (muuensus Homep MNB/05/263)

KOHTpoOoJIs kadecTBa / Ilnommaaka BeInycKa

Remarks : The Product conforms to ND/

IIpumedanue: [Ipoaykt cooTBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
Zaxnwyenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Ankit

Checked by /
| IIpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Onmobpeno: Menemxep /

s/

Maurya PykoBogutens Manoj Kumar
4

Reprint Date: Reprint Date: Reprint Date:

Jara: 20.08.2024 JlaTta: 20.08.2024 JHara: 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 2999, Ernail* maii@drreddys.com

CIN: L85195AP1984PLCOO4507
wwwedrreddys.com



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

@
Dr. Reddy,s ‘-...' Viil. Knol, Nalagarh Road, Badi,

Distt. Solan, H.P, 173 205, INDjA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTHOUKAT AHAJIH3A

Page8 of8/ Crp. 8uz 8

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

TpoaysT: Hoymun®, Ta0JIeTKH, IOKPBITHIE INIEHOYHOM 000.,104K0ii, 400 Mr + 325 Mr

| Market / PBIHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepusi Ne = Ve O6bem cepun " 800000.0 Ta6
Analytical Report No/ 040002624674 Date of Analysis/ ., 1¢ 7594
AHaJHTHYECKHH oT4yeT No JlaTa ananuza
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029

JlaTa poH3BOICTBA Fonen 10
Mfg, License No./ ]
MponsBoxCTEERHAS . MNB/05/263 . 2;)"1‘,‘;’,“' / : JIT-Ne(003654)-(PT-RU)
annen3us Ne |
Analysis performed according ND: / Anann3 nposees mo H/L: 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 establishedy.

3akaioueHHe 0 cOOTBeTCTBHH: «HacTosIUM A NOATBEPXKAAIO, YTO MPUBENEHHAS BhbIlle HHPOPMALMS SBISETCS
JIOCTOBEPHOW M TOYHOH. DTa Cepus MpOAyKUMM MpOH3BeleHa (BKIOYAs yNaKoBKy (MapKHpPOBKY) KOHTpPOJIb
Ka4yecTBa) Ha BHIIICYKa3aHHOW NPOM3BOACTBEHHON IUlowaike (MUIOMAAKax) B TOJHOM COOTBETCTBHH C
TpeboBanuAMH [IpaBun nagnexainel NMpOU3BOACTBEHHON MpPaKTHKH EBpa3smMiicKOro SKOHOMHYECKOIO COIO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) 1 Tpe60BaHUAMHU KOHTPOJIS KAYECTBA NEKAPCTBEHHBIX CpencTB,
a TaKKe B COOTBETCTBUM CO CENU(HUKALMAMY, COAEPXKALMUMUCA B PETHCTPALIMOHHOM JOChEe CTpaHBI-HUMIIOpTEpA.
3amucH 110 MPOU3BOJCTBY, YIAKOBKE M aHANM3Y IIPOBEPEHEL, M YCTAHOBJIEHO HX COOTBETCTBHE TpeGopaHuaM [Tpapun
HajJIexKallen MpoU3BOACTBEHHOM NPaKTUKU EBpa3uiCKOro 3KOHOMUYECKOIO COK03aY.
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