Dr.Reddy’s €¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Knhol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 1 0of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IlpoaykKr: I/I6ychmH®, TabaeTKH, NOKPBITHIE MJIeHOYHOH 000104K0#, 400 Mr + 325 Mr

_'Analysis performed according ND: / AHaJIu3 nNpoBeaeH no i—II_[:_J'IH-NQ(003654)-(PF-RU)-_101—123

Market / PuiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne e O06beM cepun " 800000.0 Tab

Analytical Repourt No / . 040002762424 Date of Analysis / - 90.12.2024

Ananurudeckuii oryer Ne JlaTa aHaaH3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa npou3BoacTBa T'ogen o

Mfg. License No. / MA number: /

IIpou3BoacTBeHHASA : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)
Homep PY

JauueHsus Ne !

Ne |Test/ IlokasaTrean

|Results/ Pe3zyabTaTthi

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarncyJaoBUHOH (HOPMBI, TOKPBIThIE
TUIEHOYHOH 060/104KOH OpaHKEBOTO
L[BETA, C PUCKOH HA OJJHOH CTOPOHE;
HA MOINEPEYHOM pa3pese — APo
Oenoro 1Bera.

Orange film-coated, capsule-shaped,

scored tablets; white or off-white core at the
cross-section. / Tabnetky kancynoBunHoi
(dhopMbl, NOKPBITHIE MIIEHOYHON 000M0uKOH
OpaH)XEBOI'o LBETA, C PUCKON Ha OLHOH CTOpPOHE;
Ha [ONIEPEYHOM paspese — AApo OeNoro Uin

IOYTH OEJIoro MBeTa.

one-side

Remarks : The Product conforms to ND/
IIpumeyanue: [lpoaykt cooTBeTcTByeT TpeboBanusm HJJ

Opinion : APPROVED
3akiouenne: OI[QBPEHO

Prepared by /

AT

IToarorosaeHo: Shivani Devi

Checked by /

Maurya

-

IIposepeHo: Santosh Kumar

/Ono6peHo: Mengxep /

Approved by: Mahager/Executive

PykoBoauTenn: bhjshel?_.Chauhan

Reprint Date:
Jara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

-

Reprint Date:
Jara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 45 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys,.com
CIN: L85195AP1984PLCDO4507

www.arreddys.com




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

Qe
L/ ‘.. Viil. Khol, Nalagarh Road, Baddi
Dr‘ Reddy S L4 Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.coin

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 2 of 10/ Crp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: UGykann®, TabneTkn, NOKPLITHIE IIEHOYHOM 060.109K0ii, 400 mMr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / , Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2402688 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002762424 Date of Analysis / - 20.12.2004

AHannTruyeckuii oruer Ne JlaTta ana/imn3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jarta nponsBoucrsa T'ogen no

Mifg. License No. / MA number: /

IlpousBoacTBeHHAst : MNB/05/263 ) : JII-Ne(003654)-(PI-RU)
Homep PY

JuieH3us Ne

Analysis performed according ND: / Anaans nposeien nmo HJI: JTI-Na(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IHoaauuuoOCTH CoOTBeTCTBYET 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 ynepkuBaHHS OCHOBHBIX MNHMKOB Ha
XpOMaTOrpaMMme MCIbITYEMOI'O PacTBOPa JOJKHBI
COOTBETCTBOBATh BPEMEHAM YACPXKUBAHHUs MHKOB
Ha XpOMarorpaMMeé pacTBOpa CTaHAAPTHBIX
obpaznor ubynpodeHa u mapaueramona (paszaen
«KonuuecTBeHHOE ONpeneeHue»)

3 |Average tablets weight / 970.1 mg/ 970.1 mr 940.9 mg to 999.1 mg
CpenHsasa macca Ta61eTok (970.0 mg £+ 3.0 %) /

Or 940,9 M Jo 9991 ML
(970,0 Mr £ 3,0 %)

4 |Disintegration / 07 min 16 sec / 07 muu 16 cek  [Not more than 30 min /
Pacnmagaemocts He 6onee 30 MuH J
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [TpoayKT cooTBeTcTBYET Tpebopanusam HJT 3axmouenne: OLIOBPEHO
Prepared by / Checked by / Approved by: Marager/Executive
IHoarotoeneno: Shivani Devi IlpoBepeHo: Santosh Kumar /Onobpeno: Menefuiep /
A 7 Maurya @5) PykoBoautesin: A[ hishek ﬁhauhan
) \
Reprint Date: Reprint Date: Reprint Date: |
Hara: 20.12.2024 Hata: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04507
wwyy.drreddys.com




Dr.Reddy’s ":"

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 3 of 10/ Ctp.3 13 10

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

Ilponykr: H6ykaun®, Tab1eTKH, MOKPbITHIE MJIEHOYHOM 060.104K0i, 400 Mr + 325 mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepus Ne + V2402688 O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002762424 Date of Analysis / . 20.12.2024
Ananutuueckuii oruet Ne JlaTa aHajau3za

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa Dpon3BOACTBA I'onen no

Mfg. License No. / MA number: /

IIpousBoacTBEHHASA : MNB/05/263 Howmep PY ¢ JITI-Ne(003654)-(PT-RU)

aunen3us Ne

Analysis performed according ND: / Axann3 nposeger mo HJI: JIII-Ne(003654)-(PI'-RU)-101 123

5 |Dissolution /

PacTBopenne
101 % to 102 %

97 % to 103 %

Not less than 70% (Q) of C3His02 (ibuprofen)
after 30 min/
He menee 70 % (Q) Ci3Hiz02 (ubynpoden) yepes
30 mun
Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /
He menee 70 % (Q) CsHoNO: (mapaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykt cootBeTcTBYeT TpeboaHuaM HJL

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Shivani Devi

AT

Maurya

[Tpoeepeno: Santosh Kumar

—

Approved by: Man .gerz’E-xecutive
/OnobpeHo: Menepxep /

Reprint Date:
Jara: 20.12.2024

Reprint Date:
Jarta: 20.12.2024

Pykosoautens: Alfhishek f‘.hauhan

Reprint Date:
Jara: 20.12.2024

Registered Cffice: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 29060, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Page 4 of 10/ Crp. 4 u3 10

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

Hpoayxr: M6ykaun®, TabneTKH, IOKPBITHIE IUIEHOYHOH 000104K0i, 400 Mr + 325 Mr

Market / PbiHok :Russia / Pocens

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne  Vizaboods Oo6nem cepuu " 800000.0 Tab

Analytical Repo:‘t No / - 040002762424 Date of Analysis / - 90.12.2024

AHajnuTH4YecKuil oTyeT No Jarta anasiusa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa nmpou3BoACTBa Fonen no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Auanu3 npoBeaed nmo HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001%
PoacTBenHbIe puMecH

Method 1/ Metoz 1

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

4-amuHOodeHoN (mpuMech MapaueTaMona) He
oonee 0,005 %

Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /

PeRCTRAIH Jrobas enuHuyHas npumechk (MOynpodeHa MU

napateramona) He 6onee 0,3 %
. Total impurities (Method 1+ Method 2) - not more
0.0001% than 0.7% / Cymma npumeceii (Meron 1+ Merton

2) e 6onee 0,7 %
7 |Water / Boaa 1.4 % Not more than 5.0% /

He 6omee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxt coorBercTByeT TpeboBanusam HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
IMoarotosneno: Shivani Devi

NS

Maurya

[TpoepeHo: Santosh Kumar

Approved by: Mandger/Executive
/Ono6peno: Meneprep /
Pykosoautens: Abhishek /(Chauhan

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hata: 20.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel. +91 40 4960 290G, Fax: +91 40 4900 2993, Email: maii@drreddys.com
CIN: LB5195AP1984PLCO04507

wwwy.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 5 of 10/ Crp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykanu®, TabierTikn, MOKPLITLIC IICHOYHO0i 060104K0i, 400 Mr + 325 Mr

Market / Poinox :Russia / Poccus

Batch No / ] Batch Quantity / . 800000.0 tab /

Cepusi Ne § VGADEnEE O6nem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002762424 Date of Analysis / - 20.12.2024
AHaJTMTHYECKHI oTyeT No JlaTa anajm3sa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jata npousBoacTBa T'open go

Mifg. License No. / MA number: /

IIpon3eoacTBeHHASR : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT"-RU)

JauneH3ns Ne

Analysis performed according ND: / Anaaus nposegen o HJI: JITT-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OIHOPOOHOCTD
JIO3HPOBaHHS

- ibuprofen / néynpoden

- paracetamol /
napaieramort

23

2.2

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemiemoctd (AV) 1omkeH
OBITE He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3arens nmpuemneMoctd (AV) nonkeH
OBITH He Gonee 15,0

Remarks : The Product conforms to ND/
Mpumeyanne: [1poaykT cooTBeTcTBYeT TpebGoBaHusaM HJJ

Opinion : APPROVED
3akawyenue: OJJOBPEHO

Prepared by /

Ar

IToxnrorosneno: Shivani Devi

Checked by /

Maurya

IIposepeno: Santosh Kumar

zZ8

Approved by: Manager/Executive
/Ono6peno: Menejukep /
PyxoBoautens: Al hishey*(.‘.hauhan

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Jlata: 20.12.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.com

Tel: +91 40 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com




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

@
R ’ ". Vill. Khol, Nalagarh Road, Baddi
Dr‘ eddy S s Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoxyxr: Moykaun®, Ta61eTKH, NOKPLITHIE NJIEHOUHOMH 060.104K0ii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccng

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepnst Ne V2402688 O6nemM cepun " 800000.0 Tab

Analytical Repourt No/ - 040002762424 Date of Analysis / . 20.12.2024

AHanuTRYecKUH oTueT Ne JlaTa aHau3a

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JlaTa Npon3BOICTBA I'onen no

Mifg. License No. / MA number: /

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

Juuen3ns Ne

Analysis performed according ND: / Anaaus nposexen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /

MmukpobGuonornyeckas

gucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g/

count / OB1ee yhcno He 6onee 1000 KOE/r

a’pobHBIX

MHKPOOPraHH3MOB

NA

b) Total combined yeasts Not more than 100 CFU/g /

and mould count / Ob61ree He 6onee 100 KOE/r

YHCIIO APOMOKEBBIX U

IJIECHEBBIX IPUOOB NA

¢) E. coli Shall be absent in lg / OtcyrcTBUe B

Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [Ipoaykr cootBeTcTBYET TpeboBanusam HJT 3axmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosnexo: Shivani Devi [TpoBepeHo: Santosh Kumar /Ono6peno: Menebxep /
Maurya Pykoeoautens: Ahhishek Ghauhan
Ar B -

Reprint Date: Reprint Date: Reprint Date: '
Hata: 20.12.2024 Jara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 45 49C0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OO4507
wwvy.drreddys.com




Dr.Reddy’s ":'

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

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

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 7 of 10 / Ctp. 7 u3 10

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

Hponykr: Uoykaun®, Tadmericn, noKpLITEIe IEHOYHOI obonoukoii, 400 mr + 325 mr
a ;)

JHUeH3na Ne

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusa Ne + V2402688 O6bem cepuu ' 800000.0 Tab

Analytical Repourt No / - 040002762424 Date of Analysis / - 20.12.2024
AHaIUTHYECKHH 0TYeT No JlaTa anaauza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jara npoussoncraa Tojen g0

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananus npopenen mo HJ: JITI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KotnuecTBenHoe
omnpejaeneHue
397.5mg/397.5 mr

320.82 mg /320.82 mr

360.0 to 440.0 mg of C3H;30, (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C13H 130, (bynpoden) B
TabneTke

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

Ot 292,5 mr 510 357,5 mr CsHyNO, (napaneramon)
B TabneTke

11 | Package / Ynakopka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnetok
B [IBX/Al 6nuctep. [To 1 Guucrepy
B [ayky KapTOHHYIO BMECTE C
MHCTPYKIHEli 0 NMpHMEHEHNTO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / TTo 10
Tabnerok B IIBX/Al 6mucrep. ITo 1, 2 unu 20
OmvcTepoB B MavKy KapTOHHYK BMeECTe ¢
UHCTPYKLHEH 1O NPUMEHEHUIO.

12 | Labeling / Mapkuposka |According to ND. / B cooTBeTcTBHY ¢ HIL
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne [Tpu Temneparype He Bbiiue 25 °C.
14 | Shelf life / Cpox 5 years /5 net
rORHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpogyKT COOTBETCTBYET Tpebopanusam HJ[

Opinion : APPROVED
3aknouyenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Shivani Devi

AT

Checked by /

Maurya

ITpoBepeHo: Santosh Kumar

7

Approved by: Manager/Executive
/Onobpeno: Menejuxep /
Pykosoautens: Abhishek /jhauhan

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hata: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OO4507

www.drreddys.com




Dr.Reddy’s ‘%

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIHU3A
Page 8 of 10 / Ctp. 8 u3 10

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

Hponykr: Noyrnnn®, Tabaerkn, NOKPBITBIE IVICHOYHOM 000s104K0ii, 400 mr + 325 mr

Market / Puinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /
| Cepust Ne Vel O6nbem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002762424 Date of Analysis / - 20.12.2024
AHanuTHYeCKHH oTyeT No JlaTa aHa/H3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jarta npoH3BoACTBA I'ogen o

Mfg. License No. / MA number: /

TIpoH3BOACTBEHHAS : MNB/05/263 e : JITI-Ne(003654)-(PT-RU)

Homep PY
JHIeH3Hsa Ne
Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

* 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: Ccbliky B HOpPMaTHBHON TOKyMEHTALMHU NpHBeAeHb! Ha ['® PO XIV.
* IIpoBOAKMTCS NPOM3BOAMTENEM NIPH BBITYCKE [EPHOAUUECKH: IS Kaxcaoi 20-0l CepuH UM He MeHee 1 pazas
roA. IlokasaTens MOXeT ObITh He BKJIO4EH B cepTHUKAT aHau3a GUPMBL.

API name / HanmenoBanue ADC: Ibuprofen / 6ynpoben Paracetamol / [Tapaiietamon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / 1101/24/A-3393 APAP/24091294
Homep cepuu npoussoautenss ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMM NPOH3BOAUTES FERA00601 FERA00539
IJid:
IOL Chemicals and
API Manufactured by & country / Pharmaceuticals Limited, India / Granules India Limited, India /
Ilpoussoaurens ADC, crpana: HOJT Kemuxanc sun I'panynec Munus Jlumuren, naus
’ ®dapmaceroTukaic JInMuren, i
Wunus

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/
Ipumeyanne: [Mpoaykr coorsercTByeT TpeboBanmam HJJ

Opinion : APPROVED
3akitrouenue:

OJIOE]PEHO

Prepared by / Checked by /

[Toarotosneno: Shivani Devi IIposepeno: Santosh Kumar

)BT Maurya @\

Approved by: Mangger/Executive

Reprint Date: Reprint Date:
[Hara: 20.12.2024 Harta: 20.12.2024

Reprint Date:

Hara: 20.12.2024

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

Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com

500034, Telangana, India




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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Dr.Reddy’s ‘.‘-

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 9 of 10 / Ctp. 9 u3 10

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

Hpoxykr: Hoyknun®, Tabaerkn, NOKPEITHIE IVIEH0YHOM 000/104uK0ii, 400 Mr + 325 Mr
Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus No : 2402688 Oo0bem cepun " 800000.0 Ta6
Analytical Repo:‘t No/ - 040002762424 Date of Analysis / - 20.12.2024
AHasuTHyeckuii oTuet Ne JiaTa anaiam3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jara npoussogerea Tlojen o

Mfg. License No. / MA number: /

IlpouzBoacreennas : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT-RU)

Homep PY
| IMIeH3us Ne

Analysis performed according ND: / Ananus nposesen mno HA: JII-Ne(003654)-(PT-RU)-101123

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
H-p Pepn’c Jlaboparopuc Jita., Unaus, TIponsBoncTeenHoe
nonpasaeneHue-6, Bumn. Kxons, Hanarapx Poyn, Bagau, JiucTpukr
Conan, X.I1., 173205, Uaans (nuuenszis Homep MNB/05/263)

manufacturing site / Control site / Release
site /

HaumenosaHue, agpec, munensus s
ITponssoacTBeHHasn miromanka / Iltomanka
KOHTPO.1s KavecTsa / [lnomaaka Belnycka

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.

3akimoyenne o coorBercTBuu: «Hacrosumm s NOATBEPXK A0, YTO MPUBEAEHHAs BbIlle UHPOpMALMS SABISAETCS
AOCTOBEPHOH M TOYHOHM. DTa cepust MPOAYKLMH TPOM3BEACHa (BKII0YAs YNaKoBKY (MapKHpOBKY) U KOHTpOJb
KayecTBa) Ha BBILIEYKA3aHHOW MPOM3BOACTBEHHON MUIOIIAIKE (MIomankax) B MOJHOM COOTBETCTBHH ¢
TpeboBanusamu [lpaBun Hansexauei nMpousBoACTEEHHOM NpakTHKK EBpasuiickoro skoHoMuueckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeOOBAHMSMM KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX CPECTE,
a TaKoKEe B COOTBETCTBUM CO CHIELU(UKALMAMH, COAEPXKALUMMHUCS B PETHCTPALIMOHHOM ZI0ChE CTpaHBI-UMIIOpTEpA.

Remarks : The Product conforms to ND/
ITpameuanne: [IpoaykT cooTBeTCTRYET TpeboBanusam HJ

Opinion : APPROVED
3axmioyenue: OJOBPEHO

Prepared by / Checked by /
Iloarorosneno: Shivani Devi
Maurya

Ilpogepeno: Santosh Kumar

4

Approved by: Mana
/Ono6peno: Menen

kep /
PyxoBoautens: Ab

ishek C_h,ﬂuhan

b ‘w
Reprint Date; )

J
Reprint Date:
Hara: 20.12.2024

Jlara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0O4507
wwyv.arreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Knol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product : Ibuclin,

film-coated tablets, 400 mg + 325 mg

HNpoaykr: U6ykann®, Tabs1eTKH, NOKPBITHIE MJICHOUHOH 060.104K0i, 400 MT + 325 Mr

Market / Peinox :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab/

Cepusi Ne § V2202688 O6beMm cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002762424 Date of Analysis / - 20.12.2024

AHaaMTHYecKHii oTyeT No Jarta ananu3a

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JlaTa npou3BoacTBa T'ogen g0

Mfg. License No. / MA number: /

Ilpon3BoacTReHHAS : MNB/05/263 : . JIII-Ne(003654)-(PT'-RU)
Homep PY

muensus Ne

Analysis performed according ND: / Ananus npoegen nmo HJI: JIII-Ne(003654)-(PT-RU)-101123

3anucu no IIPON3BOACTBY, YITAKOBKE U aHAJIM3Y IIPOBEPECHBI, H YCTAHOBJIEHO UX COOTBETCTBHE TpC6OBaHI/I${M HpaBI/IH

Hajiexauel Npon3BoICTBEHHON NpakTHKH EBpa3uiickoro 5KOHOMUUYECKOTO COIO3a».

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykr cooreerctByer TpeboBanusam HJL

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /

Checked by /

[ToarotorneHo: Shivani Devi Iposepeno: Santosh Kumar

A\—‘/ Maurya @

Approved by: Manager/Executive
/Onobpeno: Meunemkep /
PykoBoautens: AbHlishek (fhauhan

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 49C0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0OO4507
wwvy.arreddys.com




