Dr.Reddy’s Q:’.

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

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

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Page 10f10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponyxr: H6ykaun®, TabaeTKH, NOKPLITHIE ILIEHOYHOI 060109K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No/ . Batch Quantity / . 800000.0 tab /

Cepus Ne VLT O0beM cepuu * 800000.0 Tab

Analytical Repo:’t No/ . 040002764182 Date of Analysis / . 93122024

AHaJHTHYECKHH oTueT Ne JlaTa aHaausa

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

Jata onpou3BoacTBa Togen no -

Mfg. License No. / MA number: /

IIpousBoacTBeHHasA : MNB/05/263 ' : JITI-Ne(003654)-(PI'-RU)
Howmep PY

JanneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

Ne [Test / Iloka3aTesb

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |Onuncanne

Orange film-coated, capsule-shaped,

Orange film-coated, capsule-shaped, one-side

one-side scored tablets; white core at |scored tablets; white or off-white core at the

the cross-section. / TabneTku
KarcyJoBUAHON (OpMBI, IOKPBITHIE
MJIEHOYHOH 060JI0UKOH OpaHAKEBOro
1[BeTa, C PUCKOH Ha OHOH CTOPOHE;
Ha MONEepPEUYHOM pa3pese — spo
6enoro nBeTa.

cross-section. / TabneTku KarncyjaoBUIHOA
(opMBl, MOKPBITHIE IJIEHOUHOH 0060104YKOH
OpaHXEBOTO I[BETA, C PUCKOH Ha ONHOM CTOPOHE
Ha MOTIEPEYHOM pa3pese — Aapo Oenoro uiu
no4Ty 6es10ro 1BeTA.

b

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusaM HII

Opinion : APPROVED
3akimouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosnero: Pravesh Rana Iposepeno: Santosh Kumar /Opo6peno: Menemxkep /

Maurya ﬁr\ PykoBoauTeb: AmLit Kumar
Reprint Date: Reprint Date: Reprint Date'
Jara: 23.12.2024 Hata: 23.12.2024 Hara: 23.12.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.com

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




Dr.Reddy’s Q‘:‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ Crp. 2 u3 10

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

Hpoaykr: H6ykaun®, Ta6/IeTKH, NOKPHITHIE ILUIEHOYHOI 060104KOM, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne WA O6bem cepun " 800000.0 Tab

Analytical Repo‘}'t No/ . 040002764182 Date of Analysis / . 23.12.2024

AHaJUTHYeCKHH oT4eT No Harta ananuza

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

JlaTa npou3BoACTBA T'ogen oo -

Mfg. License No. / MA number: /

IIpon3poacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

JMIeH3ust Ne

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

2 |Identification /
IloaIMHHOCTH

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 ylepuBaHWsS OCHOBHBIX NHKOB Ha
XpOMaTorpaMMe HCIBITYEMOr0 PacTBOPa AOJIKHBI
COOTBETCTBOBATH BpeMeHaM yIep>XKHBaHUsl MHKOB
Ha XpoMaTorpaMMe pAacTBopa CTaHIAPTHBIX
obpasuoB ubynpodena U napaneramoia (paszgen
«KonuuecTBEHHOE ONpe/EIeHNe))

3 |Average tablets weight / 969.5 mg / 969.5 Mr

Cpennsas macca TabieTox

940.9 mg to 999.1 mg
(970.0 mg £+ 3.0 %) /
Ot 940,9 MT o 999.1 MT

(970,0 mr = 3,0 %)

4 |Disintegration / 07 min 10 sec / 07 muH 10 cex

PacnmagaemMocTh

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanune: IlpoaykT cooTBeTcTBYET TpeboBanusM HJJ

Opinion : APPROVED
3axmouenne: ONOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive

[Monrorosnexo: Pravesh Rana [Tporepeno: Santosh Kumar /Onobpeno: Menemxep /
o Maurya PykxoBoautens; Amit Kumar
¢ e
Reprint Date: Reprint Date: Reprint Date: '

Hara: 23.12.2024 Hata: 23.12.2024

Hara: 23.12.2024

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: L85195AP1584PLCOO4SD7

www.drreddys.com




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

@
Dr. Reddy's Q'. Vill. Khol, Nalagarh Road, Badidi

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

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 3 of 10 / C1p. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: Moyknun®, Ta61eTKH, NOKpPBITHIE IIEHOYHOI 060/104K0#, 400 Mr + 325 Mr

Market / PBIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne R O6nem cepuu " 800000.0 Ta6

Analytical Repo:'t No/ . 040002764182 Date of Analysis / . 23.12.2024

AHAJUTHYEeCKHUH oTueT No Jarta ananusza

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

JaTa npou3BOICTBa I'onen g0

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAS : MNB/05/263 n : : JIII-N2(003654)-(PI'-RU)
Homep PY

JuIeH3ust Ne

Analysis performed according ND: / Anasnu3s nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci3His0> (ibuprofen)
PacrBopenne after 30 min/

, 98 % to 102% He menee 70 % (Q) Ci3H1s0; (ubynpoden) uepes
30 mun

Not less than 70% (Q) of CsHsNO; (paracetamol)
after 30 min /

100 % to 103 % He menee 70 % (Q) CsHsNO: (mapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumedanue: IIpoayKT cooTBETCTBYET Tpebosanusam HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Pravesh Rana IIposepeHo: Santosh Kumar /Ono6peno: Menemxep /

‘/{ Maurya y X PykoBoaurtens: Amit Kumar
Reprint Date: Reprint Date: Reprint Date: '
Jara: 23.12.2024 Jara: 23.12.2024 Jara: 23.12.2024

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
CIN: L85135AP1584PLCO04507
www.direddys.com




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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

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

Tpoaykr: MGykinn®, Ta6.1eTKH, NOKPHITHIE ILIEHOYHON 060/104K0ii, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / _~ 800000.0 tab /

Cepus Ne RS O0BbeM cepun " 800000.0 Tab

Analytical Report No/ . 040002764182 Date of Analysis / . 23.12.2024

AHajuTHYecKuii oTyer Ne Jarta aHanusa

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

JlaTa mpon3BOICTBA I'ogeH xo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

JHneH3ns Ne

Analysis performed according ND: / Anann3 nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbIE IpuMecH than 0.005% /
Method 1/ Metogn 1 4-amubogpeHon (mpuMech [apaneTamonia) He
6onee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /
RS RTER! JIrobas exuHuuHas npuMeck (M6ympodeHa uiIu
napaiietamona) He 6onee 0,3 %
0.0001% Total impurities (Method 1+ Method 2) - not more
: o than 0.7% / Cymma npumeceii (Meton 1 + Metog
2) ue 6osee 0,7 %
7 |Water / Bopa 1.5% Not more than 5.0% /
He 6o1ee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykr cootsercTByeT TpeboBaHusm HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IoaroropneHo: Pravesh Rana [TpoBepeno: Santosh Kumar /Ono6peno: Menemxep /
/.ﬁ Maurya ' PykoBooutens: Amit‘FKumar
‘ A
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 23.12.2024 Hata: 23.12.2024 Jara: 23.12.2024

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: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s Q':’

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 5 of 10 / Crp. 5 u3 10

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

Hpoaykr: M6ykaun®, TabaeTku, NOKPHITHIE NUIEHOYHOl 060,104K0if, 400 M + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne s OGbem cepuH ' 800000.0 Tab

Analytical Repog‘t No/ . 040002764182 Date of Analysis / . 93.12.2024

AHaJuTHYecKHH oTyeT No JlaTa apannsa

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

JaTa mpou3BOACTBA TI'ogen oo

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaes no H/L: JIII-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage

units /
|OnHOpOAHOCTH Acceptance value (AV) should be not more than
[ mosupoBaHus 0.7 15.0 /Tokasatens npueMaeMocTd (AV) J0DKEH
- ibuprofen / ubynpoden 6uITh He 6onee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 0.7 15.0 / Ilokasarens npuemiaeMocTd (AV) NoJDKeH
napaieTamoln ObITE He Boiee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IponykT coorBeTcTByeT TpeboBaHusaM HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarotosneHo: Pravesh Rana [IpoBepeno: Santosh Kumar /Omobpeno: Menemxep /

y } Maurya gﬁ PykopoauTens: Amit Kumar
Reprint Date: Reprint Date: Reprint Date: ¥
Jara: 23.12.2024 Jara: 23.12.2024 Jara: 23.12.2024

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: L85195AP1984PLCO04507

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
CEPTUDHUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: H6ykanu®, TabaeTKH, TOKPBITHIE MUIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Market / Ppinok :Russia / Poccusg

Batch No/ i Batch Quantity / ~ 800000.0 tab/

Cepus Ne ik O6bem cepuu " 800000.0 Tab

Analytical Report No/ - 040002764182 Date of Analysis / - 93122024

AvajuTHYecKHii oTueT No JlaTa aHau3a

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

JlaTa npou3BOACTBA I'onen no

Mfg. License No. / MA number: /

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

JuneH3ust Ne

Analysis performed according ND

: / Anasus nposefen no H/L: JITT-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Muxkpo6uosoruyeckas
yucroTa*

a) Total aerobic microbial
count / Ob1iee yucio
a3pOOHBIX
MHKPOOPraHU3MOB

b) Total combined yeasts
and mould count / Obuiee
YUCIIO IPOMNOKEBBIX H
TIeCHEBbIX IPUOOB

c¢) E. coli

Not more than 1000 CFU/g/

NA He 6onee 1000 KOE/r

Not more than 100 CFU/g/

NA He 6onee 100 KOE/r

NA Shall
1r

be absent in lg / OrcyrcTBUE B

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr cooTBeTcTBYET TpebGoBanusam H/J

Opinion : APPROVED
3axmouende: OJOBPEHO

Prepared by /
IMonrorosneno: Pravesh Ran;x

J

Checked by /
[IpoBepeno: Santosh Kumar
Maurya ’

v

G

Approved by: Manager/Executive

/Onobpeno: Menemxkep /

PykoBoauTenp: /}\mit Kumar
SN

—

Reprint Date:
Hara: 23.12.2024

Reprint Date:
Jlata: 23.12.2024

Reprint Date:

Hara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 4G 4900 2960, Fax: +91 40 4900 2999, Ermail: maii@drreddys.com

CIN: L85195AP1984PLCDO4507
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

wwwy drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: H6ykaun®, Tab/1eTKH, NIOKPLITHIE IUIEHOYHOI 060104K0ii, 400 Mr + 325 mr

Market / Po1HOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /
_Cepus Ne Al Ob6bem cepun " 800000.0 Tab

Analytical Repourt No / - 040002764182 Date of Analysis / . 93.12.2024
AHaJHTHYECKHI oTyeT Ne Jara anaanza

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

JaTa npou3BoacTBa I'ogen ao

Mfg. License No. / .

IpoussoacTBenHAs - MNB/05/263 BIAOTET ] . JITI-Ne(003654)-(PT-RU)

Homep PY
JuueH3us Ne ]

Analysis performed according ND

: / Anayus nposened no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KonndecTBeHHOE
ompegeneHne

3959 mg/395.9 mr

326.58 mg /326.58 mr

360.0 to 440.0 mg of Ci3H 30, (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C13H1302 (M6ynpoden) B
TabyeTke

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

012925 mr no 357,5 mr CsHoNO» (mapaueramon)
B Tabnerke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 Tabnerox
B [IBX/Al 6auctep. 1o 1 Gnucrepy
B [ayKy KapTOHHYIO BMECTE C
HHCTPYKLKEHN 110 MPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al Gmucrep. Ilo 1, 2 unu 20
6nucTepoB B Mauky KapTOHHYIO BMeECTE C
HHCTPYKIMEH [0 IPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B coorserctun ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C./

Xpanenue [Tpu Temneparype He Bble 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
TrOAHOCTH

Note: References in the normative document are given to the Rus. Ph X1V,

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayKT COOTBETCTBYET TpeboBauuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Pravesh Rapa [TposepeHo: Santosh Kumar /Onobpeno: Menemxep /
/f Maurya igﬁ PyxoBoauTens: A{m’t I(l-.ll\l;l_&u' _
i N et ises
Reprint Date: Reprint Date: Reprint Date: v
JHara: 23.12.2024 Jlara: 23.12.2024 Hara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: 491 40 49C0 2900, Fax: +91 40 4200 2995, Ermail: maii@drreddys.com
CIN: L85195AP1984PLCDJA507

wwiv.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.dtreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 10 / C1p. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabaeTKn, NOKPLITHIE NJIEHO4HOI 060.104K0i, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / ; Batch Quantity / _ 800000.0 tab /

Cepus Ne 4 V2402715 O0Bem cepun " 800000.0 Tab

Analytical Repourt No / . 040002764182 Date of Analysis / . 93.12.2024

AHanUTHYECKHH oTdeT No HJarta anannza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JlaTa npoM3BoACTBa Toaex no

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263

Junen3ust No

Homep PY : JITII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Anann3 nposeaen mo HJI: JIIT-Ne(003654)-(PI'-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.

IMpumeuanue: CcbUIKM B HOPMATHBHOM JOKyMEHTaUUN npuBeieHbl Ha ['O PO XIV.

* [IpoBOANTCS TIPOU3BOJUTENIEM NPH BBINTYCKE NEPHOANYECKH: sl Kax ol 20-0i cepyy uiu He MeHee 1 pasa B
roz. IToxasaTens MOXET OBbITh He BKJIIOUEH B cepTU(UKAT aHaIH3a QUPMBI.

API name / Haumenoanue ADC: Ibuprofen / U6ynpoden Paracetamol / [1lapanetamon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
S1d panufactuxer batchnumber & 1101/24/A-3420, 1101/24/A-3443 APAP/24091294
Homep cepuy nponsBoautess ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHMH IPOU3BOAHTEIS FERA00603, FERA00604 FERAO00539
TJId:
IOL Chemicals and
API Manufactured by & country / Pharmaceuticals Limited, India / Granules India Limited, India /
IIponseoaurens ADC, crpaHa: AR e I'panynec Uunus Jlumuren, Unaus
’ dapmaceroTkaic JiuMuren, ’
Wnpus

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [Ipoaykr cootsercTByeT TpeboBanuaM HJT 3akmouenne: OJJOBPEHO

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

IoarorosneHo: Pravesh Rapa [Tpoeepeno: Santosh Kumar /Onobpeno: Menenxep /

)/1 Maurya ‘ Pykopoautens: Amit @mar
1 - i s 2
Reprint Date: Reprint Date: Reprint Date: Y
Hara: 23.12.2024 Jara: 23.12.2024 Hara: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4960 2960, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCD04507
www.arreddys.com




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

@ o
9 SOEOK
Dr. Reddy S q... V{ll. Khol, Nalagarh Road, Baddi,
o Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
vwawwdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 9 of 10 / Ctp. 9 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxt: M6ykann®, TabaeTKH, NOKPBITHIE NIEHOYHOI 000.104KOi, 400 Mr + 325 mr
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepus Ne 3 V2402715 O6bem cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002764182 Date of Analysis / - 93122024
AHaquTHUYEeCKHiT oTueT Nt JlaTa aHa/M3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
| laTa npoH3BO/CTRA Tonen o
Mfg. License No. / MA number: /
IIpou3BoacTBEeHHAA : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY
sannensus Ne
Analysis performed according ND: / Anaau3 nposenen no HJ/L: JITI-No(003654)-(PI'-RU)-101123

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
J-p Pennu’c Jlabopatopuc JIta., Unaus, [IpoussoacTBeHHOE
noxpasaenenue-6, Buii. Kxonb, Hanarapx Poya, banu, inctpukr
Conan, X.I1., 173205, Unaus (munensust Homep MNB/05/263)

manufacturing site / Control site / Release
site /

HaumeHoBaHuUe, aApec, THLEH3UA NI
ITpouzBoacTBeHHast miomanka / Ilnomanka
KOHTPOJIA KavecTBa / Ilnomaaka BbInycKa

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 1
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akI04enne 0 cooTBeTcTBHH: «HacToAMM 5 MOATBEPHKAAIO, YTO NPHBEAEHHAs BhIlle MHOOPMALHUA ABIAETCA
JOCTOBEPHOH M TOYHOMN. JTa cepust MPOAYKLMM MpousBeaeHa (BKMOUas YNakoBKy (MapKUpOBKY) H KOHTPOTb
KauecTBa) Ha BHIIEYKA3aHHOW MPOM3BOACTBEHHOM Ilolrazke (IUIOWAAKAX) B TOJIHOM COOTBETCTBMM ¢
tpe6oBanuamu [IpaBun Hajutexallield MPOU3BOACTBEHHON NpakThKY EBpasuiickoro 3KOHOMMUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibpst 2022) 1 TpeOoBaHUAMU KOHTPOJIS Ka4eCTBa ICKapCTBECHHBIX CPEACTB, |
a Tak’e B COOTBETCTBMM CO CrelupUKalUiAMU, COAEPKALIUMUCT B PErHCTPALIMOHHOM J0CHE CTPaHbI-UMIIOPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTBeTcTBYeT Tpebopanusm HIL 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneHo: Pravesh Rana [Tposepeno: Santosh Kumar /Opo6peno: Menemxep /
_4 Maurya Pykopoautens: Amit Kumar
) S

Pz S
Reprint Date: Reprint Date: Reprint Date:
Jara: 23.12.2024 Jarta: 23.12.2024 Hara: 23.12.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 10 of 10/ CTp. 10 u3 10

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

Hpoayxr: H6ykaun®, TabaeTKH, MOKPbITHIE IJIEHOUHOI 060,104K0ii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus No + V2402715 O6neM cepuH " 800000.0 Tab

Analytical Repourt No/ - 040002764182 Date of Analysis / . 93.12.2024

AHajnTHYecKuii oTueT No JaTa anajau3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2020

JlaTa npou3BoacTBa I'ogen no

Mfg. License No. / MA number: /

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

JuneHzus Ne

Analysis performed according ND: / Anasin3 nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

3anucH Mo Npou3BOACTBY, YIAKOBKE W aHAJIU3Y NMPOBEPEHDI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHusAM [TpaBun
Hajaexaleil Nponu3BOACTBEHHOM MpakTUkK EBpa3suiicKoro 3KOHOMHYECKOT0 COI03ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr coorsercTBYeT TpeGoBanuam HJT 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotorneno: Pravesh Rana [TposepeHo: Santosh Kumar /Onobpeno: Menemxep /
Maurya e PykoBoautens: Amit Kumar
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