Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories Ltq
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
CEPTHOUKAT AHAJTH3A

Page 10f10/CTp. 1 u3 10

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

Tipoaykr: A6ykann®, Tabaerkn, NOKPLITLIE NIEHOYHOH 060/109K0if, 400 Mr + 325 Mr

JHneH3us Ne :

Market / PeiHOK :Russia / Poccust
Batch No / N Batch Quantity / . 800000.0 tab /
| Cepnst Ne V202008 O06bLem cepHH * 800000.0 Ta6
Analytical Repo\rt No/ 040002763309 Date of Analysis / . 23.12.2024
AHaJTHTHYecKHH oTyeT No JlaTa aHaqn3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
JaTa npon3BoacTBa T'onen no ey |
Mfg. License No. / MA number: /
IIponsBoacTBEeHHAN . MNB/05/263 Howmep PY . JIII-Ne(003654)-(PT'-RU)

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

the cross-section. / Tabnetku

Ha [ONEPEYHOM paspese — SApo
fenaro iBeTa,

KancynoBuAHOH GOpMBL, HOKPBITHIE
MJIEHOMHOU 060JIOUKOi OpaHIXeBOro
L[BETA, C PUCKO} Ha OJIHOI CTOPOHE;

Ne [Test / oxasaTens Results/ Pesﬁmafru Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucaune one-side scored tablets; white core at |scored tablets; white or off-white core at the

cross-section. / TabneTky Karcyl10BUIHOR
($OpMBI, IOKPBITHIE MIEHOUHOH 060/104KO0N
OpaHXeBOro LBETa, C PHCKOH Ha OAHOM CTOPOHE;
Ha NMOTNepeyHoM paspese — spo 6enoro unu
nioutH 6esoro UBETa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IponyxT cooteercTyeT TpeGoBauusm H]T 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TMowwrosneHo: Pravesl Rana [Ipoeepeno: Santosh Kumar | /Opo6pcHo: Mencmiep /
Maurya PyxoBoauress: AmitLKumar

- \ Gt
Reprint Date: ) Reprint Date: Reprint Date: ¥
Jara: 23.12.2024 Hata; 23.12.2024 Hata: 23.12.2024

Registered Qffice: 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
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
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
CEPTHOHKAT AHAJIM3A

Page 2 of 10/ Cxp. 2 m3 10

P—roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoagyxr: H6yrkann®, Tabneris, MOKpLITHIE IEHOYHOH 06010uK0il, 400 Mr + 325 Mr

Market / PerHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne A O0beM cepun " 800000.0 Ta6

Analytical Repo:'t No/ - 040002763309 Date of Analysis / . 93.12.2024
AHagnTuueckuii oTueT No JlaTa aHaJH3a

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

JaTa npou3BoacTBa Togen mo LN S

Mfg. License No. / MA ber: /

TIpou3BOACTBEHHAS - MNB/05/263 = ““';,‘y“‘ - JITI-No(003654)-(PT-RU)
JIHIEH3HA No OMER

Analysis performed according ND: / Auannz nposenen no HJ/: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification /
IToganHHOCTH

Complies as ;ir_e-scfi"b;d_/ =
CooTBeTCTBYET

The retention times of the main peaks on the
chromatogram of the test solufion should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpeMeHa ynep)kMBAHHA OCHOBHBIX MNUKOB Ha
XpOMaTOTpaMMe HCIBITYEMOr0 PacTBOPa HOJIKHE
COOTBETCTROBATE BpEeMeHaM YAEKHBaHUA [1HKOB
Ha XpPOMATOrpaMMme pacTBopa CTaHOapTHBIX
obpastos uOYHpoEHH | UUpdleamuid (pasiel
«KonnuecTBeHHOE ONpeneneHnen)

3 |Average tablets weight /
Cpeanss Macca Tabaerok

969.2 mg / 969.2 Mr

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

Or 940,9 Mmr o 999,1 MT
(970,0 Mr = 3,0 %)

4 |Disintegration /
PacnagaemocTthb

06 min 29 sec / 06 MuH 29 cek

Not more than 30 min /
He 6oiiee 30 mun J

Remarks : The Product conforms to ND/
ITpumeyanne: [Tponykr cooTBeTcTBYET TpeboBanuam HII

Opinion : APPROVED
3axmouenne; OJOBPEHO

' Prepared by /
IMoxnrorosneno: Pravesh Rana

[~

Checked by /

Maurya

ITpoeepeno: Santosh Kumar /Omo6peno: Menemxkep /

Approved by: Manager/Executive

PykoBogurenp: Amit Kumar

J At

Reprint Date:
Jara: 23.12.2024

Reprint Date:
Jara: 23.12.2024

Reprint Date:”
Hata: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCDO4507

wwwr.drreddys.com




Dr.Reddy’s Q':‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIH3A

Page 3 of 10/ C7p. 3 m13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxkr: M6yraun®, TabeTkn, NOKPLITEIE NIeHO4HOH 060109K0it, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccusi

Batch No / i Batch Quantity / ~ 800000.0 tab/

Cepus Ne s T OGbeM cepHH ' 800000.0 Tab

Analytical Repo? No/ - 040002763309 Date of Analysis / . 93.12.2024

AHajuTHYeCKHI oT4eT No Jara a”Ha/u3a

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

JaTa npou3BoacTBa Togen po

Mfg. License No. / MA number: /

TIponzBoACTBEHHAs : MNB/05/263 i e : JITI-Na(003654)-(PT-RU)
Homep PY

JanueHsns Ne

Analysis performed according ND: / Ananus nposenes no HJl: JI11-Ne(003654)-(P1'-RU)-101123

5 |Dissolution /
PactBopenHe

100% to 103 %

101 % to 104 %

Not less than 70% (Q) of Ci3H 1302 (ibuprofen)
after 30 min/

He menee 70 % (Q) CisHis02 (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO; (mapanetamon)
yepes 30 muH l

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykT cooTBeTcTBYeT Tpebopauusm HII

Opinion : APPROVED
3artodenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToarotosieHo: Pravesh Rana ITposepeHo: Santpsh Kumar /Opmo6peno: Menemxep /
ﬁ Maurya $ ¢ PykoBogurens: Amit Kumar
3 I |
= H‘\" AN et
Reprint Date: Reprint Date: Reprint Date: [
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, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: LB5195AP1984PLC004507

wwwy.drreddys.com




Dr.Reddy’s Q’:‘

Dr. Reddy's Laboratories Ltd,
Formulation 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
CEPTH®HKAT AHAJIH3A

Page 4 of 10 / Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykann®, TabaeTicn, NoKpbIThIe IIEHOUHOH 060009K0ii, 400 Mr + 325 mr

Market / Poisok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepust No 2 2402706 O6BeM cepHH ' 800000.0 Tab

Analytical Repo:‘t No/ - 040002763309 Date of Analysis / . 93.12.2024

AHanuTHYeCKHU oTueT No JlaTa anajnza

Date of Manufacture / Date of Expiry / . 10/2029

JiaTa npou3BOCTBA Tonen 1o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 ) : JITI-Ne(003654)-(PT"-RU)
Homep PY

JIHIEH3HA Ne

Analysis performed according ND

: / Ananus nporenen wo HJI: JITT-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PogcrBeHHble NpUMecH than 0.005% /
Method 1/ Metox 1 4-amuHodpeHon (mpuMech TNApaneTamona) He
6onee 0,005 %
Method 2 / MeTon 2 X Any individual impurity (of ibuprofen or
Below BDL / Huxe nopora paracetamol) - not more than 0.3% /
PR Tioban emunnyHag MpuMceh (M6ynpodena wm
napatietamona) He 6onee 0,3 %
0.0001% Total impurities (Method 1+ Method 2) - not more
i 3 than 0.7% / Cymma npumeceit (Meton 1 + Meton
2) ue bonee 0,7 %
7 |Water / Boga 1.5% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeyanne: [IpoaykT coorsercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akatodenue: OJOBPEHO

Prepared by / Checked by /
IMoarorosneHo: Pravesh Rama
’ Maurya

Mpoepero: Santosh Kumar

Approved by: Manager/Executive
/Qno6pern Menemxep /
PyxoBomutens: Amit Kumar

/ s

.'I\\—‘ “___..'-._',_.-A

Reprint Date:
Hara: 23.12.2024

Reprint Date:
Hara: 23.12.2024

Reprint Date: T
Hara: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":’

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

Vill. Knho!, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A.
Tel : 491 98166 56001-02
www.drreddys.coin

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Page 50of 10/ C1p. 5 w3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
TIpoayxT: Woykann®, TabaeTKH, NOKPHITHIE NJICHOYHOH 060109K0i, 400 Mr + 325 Mr

Market / Peinor : Russia / Pocens

Batch No/ , Batch Quantity / _ 800000.0 tab /

Cepust Ne YRS O6bem cepHH " 800000.0 Tab

Analytical Repo:-t Neo/ - 040002763309 Date of Analysis / - 23.12.2024

AHanuTHdeckHii oTuer Ne JlaTa aHaH3a :

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

Hata npon3BoacTsa T'onen no

Mfg. License No. / MA ber: /

TIponsBoAcTBeHAAsn . MNB/05/263 —— : JIXI-N2(003654)-(PT-RU)
Homep PY

JIHnen3ns Ne =

“Analysis performed according ND: / Anaans nposegen o HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OIHOPORHOCTH
J103HPOBAHUS

- ibuprofen / ubynpoden

- paracetamol /
napaueTamon

1.7

1.7

Acceptance value (AV) should be not more than
15.0 /IlokasaTens npuemMineMocT (AV) KoykeH
ObITH He Gonee 15,0

Acceptance value (AV) should be not more than
15.0 / IToxazatens npuemneMocTu (AV) HODKeH
65ITh He 6onee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxr coorsercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmoyenune: OJOBPEHO

Prepared by /
IMTonrotoeneno: Pravesh Rana

Checked by /

Maurya

it

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/OppGpeno: Menemxep /
Pyxopogurens: Amit E_umar

_—

= —

Reprint Date: -
Jlara: 23.12.2024

Reprint Date:
Hata: 23.12.2024

Reprint Date: V
Jara: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +#81 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L8S195AP1984PLCOD4507

www.drreddvs.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTH3A

Page 6 of 10/ Cxp. 6 u3 10

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

IlpoaykT: W6ykann®, Tabaerkn, NOKPLITHIE IUIeHOYHOH 060104K0H, 400 Mr + 325 Mr

Market / Pe1HOK :Russia / Poccus

Batch No / ! Batch Quantity / ~ 800000.0 tab /

Cepua Ne B e UL O6bem cepin " 800000.0 Tab

Analytical Repo:‘t No/ . 040002763309 Date of Analysis / . 9312.2024
AnajgnTHyeckHil oTyer Ne JlaTa agaJan3a e

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

HaTa npoH3BOACTBA T'ogen jo

Mfg. License No. / MA number: /

IIpon3BojcTBeHHAA : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PI"-RU)

JHueH3usa Ne

Analysis performed according ND: / AHa/Iu3 npoBeen no HJ: ﬂﬂ-Nﬂ(ﬂﬂiﬁS‘()-(Pr‘-RU}—‘lOl123

9 iMicrobiological purity* /
MuxpobHoslornyecKasn
yHeroTa*

a) Total aerobic microbial
count / Ob1iee yncio
a3pofHbIX

MUKPOOPraHu3moB

NA

b) Total combined yeasts
and mould count / Obice
YHCJIO APOAGKEBBIX U
TLIECHEBBIX TPUOOB

¢) E. coli

NA

NA

Shall
1r

Not more than 1000 CFU/g/
He 60nee 1000 KOE/r

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

be absent in Ig / OrcyrcTBHEe B

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykr coorsercTByeT TpeOoBaHuAM HJI

Opinion : APPROVED
3akmodenue: OJJOBPEHO

Prepared by / Checked by /
[ToarorosneHo: Pravesh I;/'ma

[Mposepeno: Santosh Kumar
Maurya f B\

o

Approved by: Manager/Executive
/Opo6peno: Menemxep /
PykoBoauTens: Amit_%umar

am— ——

Reprint Date:
Harta: 23,12.2024

Reprint Date:
Hara: 23.12.2024

Reprint Date: '

Jara: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

C

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

ERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Page 7 of 10 / Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Hoykaus®, TabNeTKH, TOKPLITHIE ILIEHOYHOH 0607104K0i, 400 Mr + 325 Mr

Analysis performai ;ccording ND: / Anannz o

posesen no HI: JII-Na(003654)-(PI'-RU)-101123

Market / Prinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne ¥ Vgt0270o O0beM cepHH ' 800000.0 Tab

Analytical Repo:‘t No/ . 040002763309 Date of Analysis/ . 93122024

AuanuTHYecKHii oTueT No Jata anannia

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

JlaTa npou3BoACTBA T'oaen no |
Mfg. License No. / MA number: / :

IIponzBoACTBEHHAS : MNB/05/263 ) . JII-Ne(003654)-(PT"-RU)

Homep PY

_JuueH3ua Ne e _ |

10 (Assay / KonuyecTrennoe

onpenesieHHE

394.7 mg / 394.7 mr

323.51 mg /323.51 mr

360.0 to 440.0 mg of
tablet /

Tabnetke

tablet /

Ci3HisO; (ibuprofen) per
Ot 360,0 mMr 1o 440,0 mr C13H1s02 (MOynpoden) B
292.5 to 357.5 mg of CsHoNO- (paracetamol) per

0t1292,5 mr g0 357,5 mr CsHgNO; (napateTamon)

B TabreTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient Informatlon |a patient information leallet in a carton. / TTa 10
leaflet in a carton. / I1o 10 Tabnerok |tabnerok B [IBX/Al 6mucrep. [lo 1, 2 uan 20
B [IBX/Al 6nuctep. ITo 1 6uctepy |6iMcTepoB B MayKy KapTOHHYR BMECTE C
R MAYKY KADNTOHHYHY BMEecTe ¢ |WHCTRYKOMEH 110 MPUMEHEHUO.
MHCTPYKLHEH M0 NPHMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. /B coorsercteuu ¢ H]L.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue [Tpu Temnepatype He Boune 25 °C.
14 | Shelf life / Cpox 5 years /5 net
FONHOCTH

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [Tponykr coorercTayeT TpeGopanmam HII 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oarorosneHo: Pravesh Rana ITposepeno: Santosh Kumar | /Omo6peno: Menemxkep /
i Maurya /ﬁ‘\ PykosoauTens: Amit Kumar

3 e As=—
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 23.12.2024 Hara: 23.12.2024 Hara: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Email: maii@drraddys.com

d

N: L85195AP1984PLCO04507
wwwi.drreddys.com




Dr.Reddy’s ":“

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

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Page 8 of 10/ Cp. 8 m3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Meyrmun®, Tabaern, NOKpeITEIE N1eHOYHOH 000104K0ii, 400 Mr + 325 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepuss Ne  Vegteipe O0nem cepHH " 800000.0 126
Analytical Repourt No/ . 040002763309 Date of Analysis / . 93122024
AHaJTHTHUYECKRIi oTUeT No JlaTa aHaM3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
JlaTa npou3BOACTBA T'omen 10
Mfg. License No. / MA number: /
IIpon3BoAcTBEHHAA : MNB/05/263 : ;. JIII-Ne(003654)-(PI'-RU)
Homep PY
JIHLEH3uA Ne __ | RO |

Analysis performed according ND: / Auain3 npoBeiet mo HL: Hﬂ—ﬁ:e-(ﬁﬁi654'}-(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.
[pumeqanne: CChUTKH B HOPMATHBHOM JJOKYMeHTallHH NpHBeaeHbl Ha 'O PO XIV.

* [IpoBOAMTCS MPOU3BOAHTENEM MPH BLIMYCKE MEPHOIMUECKH: AN KaxIoH 20-0if cepvu UIH He MeHee 1 pasa B
rox. ITokasaTtes MOXeT GbITh He BKIIOUEH B cepTU(hHKAT aHau3a QHPMBL.

API name / HaumeHoBaunue ADC:

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

INN / MHH:

Ibuprofen / M6ynpoden

Paracetamol / [1apaueramon

L101/24/8-3119, 1101/24/A-3420,

Al'l manutfacturer batch number / ; .
Humep cepun nponssoiuielin ADC: 1101/24/A-3443 LRI
FP Manufacturer API Batch number /
Honfep cepiid CYOCTaNIII TPOM3BOINTOIS RN FER LD FERAO00539
FERA00604
| ) (o5
IOL Chemicals and

API Manufactured by & country /
Ipouzsoaurens APC, crpana:

Pharmaceuticals Limited, India /
HOJI Kemukaic 381
dapmacsiotakaic Jlumuren,

Uunusg

Granules India Limited, India /
I'panynec Munus Jumuren, Uunis

Name, address, authorization No for FP

Dr. Reddy's Laboratories

Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykr cooTBeTcTBYeT TpeboBanuam HIT

Opinion : APPROVED
3axmouenue; OJOBPEHO

Prepared by /
[Togrotosneno: Pravesh Rana

3

Maurya

Checked by /

IporepeHo: Santoalyiumar
"\,
.

Approved by: Manager/Executive
/Opobpeno: Menemxep /
PyxoBogutens: Amit Kumar

N

Reprint Date:
Hara: 23.12.2024

Reprint Date:
Hara: 23.

12.2024

Reprint Date: '

JlaTa: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 49C0 2900, Fay: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www/.drreddys.com




Dr. Reddy's Laboratories Ltd.
q. o Formulation Unit-6
! *9® Vill. Khol, Nalagarh Road, Badd,
Dl'. Reddy S Ne ' Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3IA

Page 9 of 10/ Ctp. 9 m3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tponyxr: MGyxnnn®, Tabnericn, MoKpbITbIE IVIEHOYHOH 060104K0if, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccust
Batch No/ i Batch Quantity / _ 800000.0 tab/
 Cepus Ne gL = | O6Bem cepun ' 800000.0 Tab
Analytical Repo“rt No/ - 040002763309 Date of Analysis / . 23.12.2024
AHaanTH4yeckHii oTuet Ne Harta aHaaH3a
Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029
HdaTta mpou3BoACTBa T'open no g
Mfg. License No. / MA number: /
IIponzroacTeennast : MNB/05/263 ' a1 ; JITI-Ne(003654)-(PI'-RU)
Homep PY
_nuycH3uA Ne ey e u B B el |
| Analysis performed according ND: / Auaan3 nposeaer mo HJL: JITT-Ne(003654)~-(PT-RU)-101123

' manufacturing site / Control site / Release ~ Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /
HanmenoBanue, agpec, THUEH3HA A5 JI-p Penau’c JlaGopatopuc JITA., MHaus, [Ipou3BOACTBEHHOE
IIponzBogcTBeHHas Mowagka / Hnowanka noxpasgenenue-6, Bust. Kxons, Hanarapx Poyn, bagnu, [ducTtpukr
KOHTPOoJIA KauecTsa / Ilnomagka Beimycka Comnan, X.I1., 173205, Unnna (nuiiensus nomep MNB/05/263)

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».

3aK/JI04eHHe O COOTBETCTBHH; «HacTosIMM s NOATBEPXKIAl0, YTO NMPHBeAEHHas Bhilne HHGOPMALUA ABIAETCA
JOCTOBEPHOH ¥ TOYHOM. DTa Cepusa NMPOLYKUMM MpOM3BEeAcHa (BKIIOYas yMakoBKy (MapKMpOBKY) M KOHTPOJb
KayecTBa) Ha BbllleyKa3aHHOM NPOM3BOACTBEHHOH [UIolaAKe (nyoluaakax) B IOJHOM COOTBETCTBAHM C
tpeboBannamu [TpaBun HamTexaulell MPOH3BOACTBEHHON MPAaKTUKA EBpasuiickoro SKOHOMH4ECKOro corosa (No
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeOOBaHMSIMH KOHTPOJIA KaueCTBa JICKAPCTBEHHEIX CPEICTB,
a TaKKe B COOTBETCTBHHU CO CeUUUKAIMAMH, COASKAIUMUCS B PETUCTPALIMOHHOM JOChE CTPaHbI-UMIIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoxykT cooTBeTcTBYET TpeboBanuam HI 3axnarouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Muatviusneny, Tiav Ubh, Raua Ipurepedu. Sautush Kuuar /Onobpeno: MeHemuep /

_ /; Maurya [ ‘?{ ; PykoBoaUTENb: _Qmit_lsumar
Reprint Date: Reprint Date: Reprint Date: Y
Jara: 23.12.2024 Hara: 23.12.2024 Hata: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CiiN: L85195AP1984PLCOJ4507
wwye.drreddys.com
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Page 10 of 10/ CTp. 10 113 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykT: H6yxann®, Tabaerxn, noxpeiThie nieH0uHOM 0601049K0ii, 400 MT + 325 Mr
Market / PbiHOK :Russia / Pocchs
Batch No / ! Batch Quantity / ~800000.0 tab /
Cepus Ne ' i 00 O6bem cepun " 800000.0 Ta6
Analytical Repo:'t No/ . 040002763309 Date of Analysis / . 23.12.2024
AHanHTHYeCKHii oTyeT Ne JlaTa anaJmsa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
JaTa mpou3BoACTBA . Topen xo
Mfg. License No. / "
HpowsBoncTaennas - MNB/05/263 LT . JITI-Ne(003654)-(PT-RU)
Homep PY
JHneH3us Ne - i o |
Analysis performed according ND: / Ananus npoBeeH mno HII: JITI-Ne(003654)-(PT-RU)-101123

3amKCH 10 TIPOM3BOJICTRY, YIAKOBKE M aHAJIM3y NIPOBEPEHDI, H YCTAaHOBIEHO HX cooTBEeTCTBUE TpeboBaHMAM [1pasun
HaJiexalleil IpOM3BOICTBEHHON NpakTHKKU EBpasHiCcKOro 3KOHOMHUUYECKOTO COMO3aY.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoayKT cooTBETCTRBYET TpeboBanusam HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Togrotorneno: Pravesh Rana [Iposepeno: Santosh Kumar /Opo6peno: MceHemiep /

/’) Maurya - Pyxoso,anmnbl: Amit \Idiumar

= . N _"r*x"".‘.i—-’f-
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 23.12.2024 Jara: 23.12.2024 Jara: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 49C0 2900, Fax: +51 40 4900 2999, Email: maii@drraddys.com
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