Dr.Reddy’s €3¢

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
vww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTU3A

Page 1 0of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: U6yknun®, Ta6eTkn, NOKPHITHIE MIeHO4HOH 060/104K0ii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2402716 O6bem cepun " 800000.0 Tab

Analytical Report No / . 040002765379 Date of Analysis / . 93.12.2024

A”anuTH4YecKHi oTyeT No Jdarta ananusa

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029

Jarta npousBoacTBa Togen g0

Mfg. License No. / MA number: /

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

JHHeH3Hs Ne

Knalysis performed according ND: / Anaans nposegen nmo HJI: JII-Ne(003654)-(PT-RU)-101123

Ne [Test / ITokazarenn

Results/ PesyabTaThl

_Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KancyJnoBUAHOU (HOPMBI, IOKPBIThIE
TUIEHOYHOU 000JI0UKOH OpaH)KEeBOro
L(BETa, C PHCKOM 112 OJ1I0IT CTOPOHE;
HA MOMEPEUHOM paspese — sIpo
Oesioro yBera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabieTku KancyjaoBHAHOU
(bOpMbI, MOKPBITHIE MIIEHOYHOH 060104KO0H
OPaHXXEBOT0 1BETAa, C pPUCKON Ha OLHOH CTOPOHE;
Ha [ONIEPEHOM pazpese — AApo Oenoro mim
nouTH denoro upetd.

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusam HJI

Opinion : APPROVED
3akimouenne: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Pravesh Rana ITposepeHo: Santosh Kumar /Ono6peHo: Menemxep /

j Maurya PykoBoguTens: Amit I_{uLmar
Reprint Date: Reprint Date: Reprint Date: ¥
Hata: 23.12.2024 Hara: 23.12.2024 Hara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +G1 40 4950 2900, Fax: +91 40 4900 2996, Ernaii: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




@
Dr.Reddy’s €&

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

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P., 173 205, IND|A
Tel 1 +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 2 of 10/ C1p. 2 u3 10

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

Ipoaykr: H6ykann®, TabaeTky, NOKPHITLIE IIEHOYHOH 060109K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne d Ve iareo O6nem cepuu " 800000.0 Tab

Analytical Report No/ - 040002765379 Date of Analysis / . 93.12.2024

AHaJuTHYecKHH oTUeT Ne JlaTa aHaau3a

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029
JaTa npou3BoacTBa I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 ’ : JIII-Ne(003654)-(PT'-RU)

Homep PY
JuneH3us Ne

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

Complies as prescribed/
CoOoTBETCTBYET

2 |Identification /
ITopnuHHOCTH

test solution

The retention times of the main peaks on the
chromatogram of the

should

correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /

BpeMena yaepKHBaHHS OCHOBHBIX IIMKOB Ha
XpOMAaTorpaMMe UCTIBITYEMOrO PacTBOPa JOJKHEI
COOTBETCTBOBATE BPEMEHAM YIEPXKUBaHUS ITHKOB
Ha XpoMarorpamMme pacTBOpa CTaHAApTHBIX
obpasiop ubynpodera u napauneramona (pasnen

«KonuuecTBeHHOE ONpeeIeHUEN)

3 |Average tablets weight / 968.2 mg / 968.2 mMr 940.9 mg to 999.1 mg
Cpeansas Macca TabJieTOK (970.0 mg + 3.0 %) /
Or 940,9 MI i (o) 999,1 MI
(970,0 Mr = 3,0 %)
4 |Disintegration / 07 min 10 sec / 07 mun 10 cexk | Not more than 30 min /
PacnaﬂaeMoch He 6onee 30 Muu
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHusiM HJI

3akmouenue: OJOBPEHO

Prepared by / Checked by /
IMToaroroeneHo: Pravesh Rana

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Hara: 23.12.2024 Hara: 23.12.2024

Maurya PyxoBoautens: Amit K\u&par
[P
Reprint Date: Reprint Date: Reprint Date: Y

Jara: 23.12.2024

Registered Office: 8-Z-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4560 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wvny.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
CEPTHUO®UKAT AHAJIN3A

Page 3 0f 10/ Ctp.3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: U6ykaun®, Ta6ieTKH, NOKPLIThIE IEHOYHOH 000109K0i, 400 Mr + 325 Mr

Junen3us Ne

Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab/
| Cepust Ne £ V2402716 O6nem cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002765379 Date of Analysis / - 93.12.2024
AHasuTHYeCKHH oT4eT Ne JaTa ananusa
Date of Manufacture / . 12/2024 Date of Expiry / - 11/2029
 laTa npoH3BOACTBA I'ogen xo
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAs! : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)

Homep PY

Analysis performed according ND: / Anasn3 nposenen no HJI: JIII-Ne(003654)-(PI-RU)-101123

5 |Dissolution /
PacTtBOpeHnne

100 % to 103 %

101 % to 105 %

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

He menee 70 % (Q) C13HisO2 (ubynpoden) yepes
30 MuH

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

He menee 70 % (Q) CsHsNO: (nmapaueramon)
yepe3 30 MHH

Remarks : The Product conforms to ND/
Ilpumeuanue: 1 lpoayKkT cooTBeTCTBYET TpeboBaHusM H /|

Opinion : APPROVED
3akiawyenue: OJOGIEINO

Prepared by /
IToaroroeneno: Pravesh Rana

Checked by /

Maurya

[Iposepeno: Santosh Kumar /Ono6peno: Menemxep /

Approved by: Manager/Executive

PyKOBO,H,I/ITeJI!:ZI»Qmit_K@ylaT
j.r . .-\—:'_..‘_'_____._

Reprint Date:
Hara: 23.12.2024

Reprint Date:
Harta: 23.12.2024

Reprint Date:
Hara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 46 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.ccm
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €5¢

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
CEPTUOUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

’rn)duct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hponyxr: M6ykaun®, TabaeTkH, NOKPbITHIE NUIEHOYHOI 060.109Koii, 400 Mr + 325 mMr

Market / PeiHOK :Russia / Poccus

Batch No / : Batch Quantity / _ 800000.0 tab/

Cepus Ne s V2502716 O0nem cepun " 800000.0 Tab

Analytical Repo‘}'t No / - 040002765379 Date of Analysis / . 23.12.2024
AHaJHTHYECKHI 0TUeT No Jarta ananiu3a

Date of Manufacture / . 12/2024 Date of Expiry / - 11/2029

JaTa npousBojacTBa T'ogeH g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 Howmep PY : JITI-Ne(003654)-(PT'-RU)

_JiHneH3us Ne

Analysis perfo;ned according ND: / Auasu3 nposeneH mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001%

PoacTrBennbIe IpuMecH
Method 1 / Metog 1

Method 2 / MeTon 2

Below BDL / Huxke nopora

4-aminophenol (paracetamol impurity) - not more

than 0.005% /
4-amuHOGeHON (mMpUMeECh TMapaueraMosia) He
oonee 0,005 %
Any individval impurity (of ibuprofen or

paracetamol) - not more than 0.3% /

e JIrobas emquuuuHas npuMech (ubynpodeHa unu
naparneramona) He 6once 0,3 %
0.0001% Total impurities (Method 1+ Method 2) - not more
: ° than 0.7% / Cymma npumecedt (Metoz 1 + Meton
2) "He 6onee 0,7 %
7 |Water / Boga 1.4 % Not more than 5.0% /

|He 6onee 5,0 %

Remarks : The Product conforms to ND/

IIpumeyanue: [Ipoaykr coorBeTcTBYET TpeboBaHusM HJY

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by / Checked by /

IMoarorosneno: Pravesh Rana

ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxkep /

Hara: 23.12.2024 JHara: 23.12.2024

Maurya '.f&;‘)_ﬁ Pykopoaurens: Qmit Kumar
Reprint Date: Reprint Date: Reprint Date: !

Jata: 23.12.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4300 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507
wwyr.drreddys.com




Dr. Reddy's Laboratories Ltd.
‘..9 Formutation Unit-6
Y 4 Vill. Khol, Nalagarh Road, Baddi,
Dr‘ Reddy S $ Bistt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page S of 10/ C1p. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tponyier: Hoykinn®, TabaeTkn, TOKPLIThIE MIEHOYHOH 000J104K0ii, 400 Mr + 325 mr

Market / PpiHOK :Russia / Poccng

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepus Ne : V2402776 O6bem cepun " 800000.0 Tab

Analytical Repo:'t No/ - 040002765379 Date of Analysis / . 93.12.2024

Anajurudecknii oryer Ne Jata ananu3sa

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029
 JlaTa npoM3BOACTBA I'onen o

Mfg. License No. / MA number: /

IIponzBoacTBeHHast : MNB/05/263 ) ¢ JIII-Ne(003654)-(PI'-RU)

Homep PY
JuneH3ust Ne S

Analysis performed accord_iﬁg ND: / AHanu3 nposeaen mo HA: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OOHOPOAHOCTD Acceptance value (AV) should be not more than
JIO3UPOBAHUS 0.8 15.0 /Ilokazarens npuemyieMocTd (AV) foJbkeH
- ibuprofen / ubynpocden 6bITh He 6onee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 0.9 15.0 / Tlokazatens npuemMnemMoctd (AV) nonxkeH
napareTamos 651TH He Oonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanue: [lpoaykr coorsercTByeT TpeGoBanusam HIT 3axmoyenue: OlOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToaroroBneHo: Pravesh Rana ITpoBepeHo: Santosh Kumar /OnobpeHo: Menemxep /
/If Maurya K PyxkoBogurens: /?Slit Kutr‘nar
Reprint Date: Reprint Date: Reprint Date:
Hara: 23.12.2024 Hara: 23.12.2024 Harta: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 4G 4960 2900, Fax: +91 40 4900 2999, Erail: mzii@drreddys.com
CIN: L85135AP19384PLCO04507
wwiwv.drreddys.com




Dr.Reddy’s ‘_’:‘

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
CEPTUO®UKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

(Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoayxT: M6ykaun®, TaGneTkn, IOKpPHITHIE IIIEHOYHOI 060.104K0ii, 400 Mr + 325 mr

Market / Peinok :Russia / Poccusg |
Batch No / : Batch Quantity / _ 800000.0 tab /
Cepnsi Ne 5 ¥2402716 O6beM cepuu " 800000.0 Tab
Analytical Repovrt No / - 040002765379 Date of Analysis / . 93.12.2024
AHajuTHYecKHI oTdeT Ne JaTta anajinsa -
Date of Manufacture / - 12/2024 Date of Expiry / . 11/2029

JlaTa NpoH3BOACTBA Togen no
Mfg. License No. / MA number: /
IIponzBoacTBeHHas : MNB/05/263 ) ¢ JIII-Ne(003654)-(PI'-RU)

Homep PY

Jinensus Ne

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

9 |Microbiological purity* /
MuxpofHoJioruyeckas
[umcToTa*®
a) Total aerobic microbial Not more than 1000 CFU/g/
count / Ob1yee yucno NA He 6onee 1000 KOE/r
aspoOHBIX
MHKPOOPTraHU3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / O6miee NA He 6o5ee 100 KOE/r
YKCI0 JPONOKEBBIX U
IIECHEBBIX TprbOB
c) E. coli NA Shall be absent in 1g / OtcyrcTBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHuaM HJI

3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorornexo: Pravesh Rana [TpoBepeHo: Santosh Kumar /Ono6peHo: Menemxep /
Maurya 'Qﬁ PykoBonurens: Amit ISqmar
— ‘.l g o ‘_:_,—’_'
Reprint Date: Reprint Date: Reprint Date:
Hata: 23.12.2024 Hata: 23.12.2024 Hata: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel; +61 40 49060 2900, Fax; +91 40 4900 29965, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwyv.drreddys.com




Dr.Reddy’s “:

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 7 of 10/ Cp. 7 u3 10

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

Hpoayxr: U6ykaun®, TabeTKH, NOKPHIThIE IIEHOYHOH 0601049K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus
Batch No / < Batch Quantity / ~ 800000.0 tab /
Cepusi Ne j V2402776 O6nbem cepuu " 800000.0 Tab
Analytical Repovrt No/ - 040002765379 Date of Analysis / - 93122024
AHaauTHYeCKHH oTueT Ne JaTa anam3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

| laTa npon3BoAcTBA T'onen no
Mfg. License No. / MA number: /
lpoussoacTeeHHas : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)

Homep PY

aunen3us Ne

Analysis performed according ND: / Anaau3 nposenen mo HJI: JIII-Ne(003654)-(PT'-RU)-101123

| la-jt&ssay / Konu4yecTBeHHOE
ompejejeHue
404.0 mg / 404.0 mr

330.15 mg/330.15 mr

360.0 to 440.0 mg of C;3H3O; (ibuprofen) per
tablet /

Ot 360,0 mMr mo 440,0 mr C13H1302 (ubynpoden) B
TabyeTkKe

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

Ot 292,5 mr no 357,5 mr CsHyNO; (napaueramour)
B TabneTKe

11 | Package / YnakoBka 10 tablets in PVC/Al blister.

B MayKy KapTOHHYIO BMeECTE
HHCTPYKLMEH 0 NPHMEHEHHIO.

1

blister and a patient information
leaflet in a carton. / [To 10 Tabnerox
B [IBX/Al 6auctep. ITo 1 6aucrepy

C

10 tablets in PVC/ALl blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerok B [IBX/Al 6mucrep. Ilo 1, 2 unu 20
6nucTepoB B TadyKy KapTOHHYIO BMECTE C
HHCTPYKHHEH 110 IPUMEHEHUIO.

12 | Labeling / MapxnpoBka

According to ND. / B cootBerctBuu ¢ HJL

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHHe Ilpu Temnepatype He Bhie 25 °C.
14 | Shelf life / Cpox 5 years /S ner
rOAHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanne: [IponyKT cooTBeTCTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3akmouyenne: OJOBPEHO

Prepared by / Checked by /
IToarorosneHo: Pravesh Rana

,% Maurya

ITposepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautens; Amit lLIS'_.umar

[N =

Reprint Date:
Hata: 23.12.2024

Reprint Date:
Jarta: 23.12.2024

Reprint Date: I
Jara: 23.12.2024

Registered Office: 8-2-337, Road Me. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 46 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: 1L85195AP1984PLC0O04507
wwyv.drreddys.com

B . — e —



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
CEPTUO®UKAT AHAJIN3A

Page 8 of 10/ Ctp. 8 3 10

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

Ipoaykr: H6ykaun®, Ta6eTkn, NOKPBITHIE MJIEHOYHOI 06010uK0ii, 400 Mr + 325 Mr

Market / PBIHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne e O0bem cepuHu " 800000.0 Tab

Analytical Report No / - 040002765379 Date of Analysis / . 23.12.2024

AHanuTHYeCKHIT oTyeT No JlaTa anaim3a

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029

JlaTa npou3BOACTBA Tonen no

Mfg. License No. / MA number: /

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

JIHIeH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-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.
[MpuMeuanve: CchlKM B HOPMATUBHOM JOKyMEHTAILUK npuBeeHs! Ha I'® PO XIV.

* TIpoBOAUTCS TPOM3BOUTENEM TIPH BBIMYCKe IIEPHOIUUECKH: sl kaxaoii 20-0if cepuu uiu He MeHee 1 pa3a B

roji. [TokazaTtens MoxeT OBITE HE BKIIOYEH B CEPTUQUKAT aHaIHu3a GUPMBIL.

API name / Haumenosanne ADC:

Ibuprofen / I6ynpoden

Paracetamol / [Tapaneramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /

1101/24/A-3443 APAP/24091294
Homep cepuu npouspoauteass A®C:
FP Manufacturer API Batch number /
Howmep cepuu cy0cTaHIME NPOA3BONUTEIS FERA00604 FERA00539
TJID:
IOL Chemicals and

API Manufactured by & country /
IIpouszBoaurens ADPC, cTpana:

Pharmaceuticals Limited, India /
HOJI Kemukanc 31
®apmacsroTuxaic JIumMurexn,

HUnausg

Granules India Limited, India /
I'panynec Uugus Jlumuren, Unaus

FP

Name, address, authorization No for

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

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive

Jlata: 23.12.2024 Jara: 23.12.2024

[ToaroroeneHo: Pravesh Rana [Tposepeno: Santosh Kumar /Onobpeno: Menemxep /
Maurya & PyxosoauTe/ib: Amit Kumar
| -
Reprint Date: Reprint Date: Reprint Dat¥: -

Hara: 23.12.2024

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

500034, Telangana, India

Tel; +61 40 49060 2900, Fax: +91 40 4900 2999, Ermail: maii@drreddys.com
CIN: L85155AP1984PLC0O04507

www.drreddys.

com




Dr. Reddy's Laboratories Ltd.
‘.0 Formulation Unit-6
) =) Vill. Khol, Nalagarh Road, Baddj,
DI'. Reddy S L4 Bistt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

Ipoayxr: Hoykaun®, TabjieTKH, IOKPBITBIE ILIEHOYHO# 060104K0ii, 400 MI + 325 Mr
Market / Peinok Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepns Ne SNETaD O6bem cepuu " 800000.0 T26
Analytical Rep0ft No/ - 040002765379 Date of Analysis / . 23.12.2024
AmnaauTHueckuii oTaer Ne Jara anaansa
Date of Manufacture / - 12/2024 Date of Expiry / . 11/2029
JaTa npousBoacTBa I'ogen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHast : MNB/05/263 ’ JITI-Ne(003654)-(PT-RU)

Homep PY

JinneH3us Ne
Analysis performed according ND: / Ananu3s nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaunmeHnoBanue, aapec, JHUCH3Hs AJI5 I-p Pennn’c Jla6opatopuc Jita., Uaaus, [IponssoacTeenHoe
IIpousBoacTBeHHas niomanka / Ilnomanka nogapasaeneuue-6, Bunn. Kxons, Hanarapx Poyn, banau, IucTpukT
KOHTPoJs KadecTsa / Ilomaaka Buinycka Conan, X.I1., 173205, Unaus (nunedsust Homep 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».

3aKiIl0YeHHe O COOTBETCTBHM: «HacTOsIUNM sl IOATBEPXK AL, YTO MPUBEACHHAs BbIlE HHPOpMaLHs SABIISAETCS
JOCTOBEPHON M TOYHOM. DTa cepus MPOAYKLMHM MpOoU3BeleHa (BKIIOYAs YNAaKOBKY (MapKHUpPOBKY) M KOHTpOJb
KauyecTBa) Ha BhILIEYKa3aHHON MPOM3BOJCTBEHHON IUomaAKe (IMUIOMAAKaX) B IOJHOM COOTBETCTBHM C
TpeGoBanusamu IlpaBui Haanexalleil MPOU3BOACTBEHHOM MpakTUKK EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6pst 2022) u TpeOGOBaHUAMHU KOHTPOJIS KaYECTBA JIEKAPCTBEHHBIX CPENCTB,
a TakXe B COOTBETCTBHU CO crielUPUKAIUAMY, COACP>KALIUMUCS B PETUCTPALIMOHHOM JOChE CTPAHBI-UMIIOPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [IpoAyKT COOTBETCTBYET TpeboBanusam HJT 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Pravesh Rana [Tporepeno: Santosh Kumar /Ono6peHo: Menemxep /

%j Maurya @- PyxoBoguten &Amlt Rumar
Reprint Date: Reprint Date: Reprint Date: !
Jara: 23.12.2024 Iara: 23.12.2024 Hata: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 49G0 2390C, Fax: +91 40 4900 2999, Email: mail@drreddys.cam
CIN: L385185AP1984PLCO0O4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| Ipoaykr: M6yknun®, Ta61eTKH, NOKPbITHIE MIEHO4HOH 060109K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne $ V2402716 O0BeM cepun " 800000.0 Tab
Analytical Repo:rt No/ - 040002765379 Date of Analysis / - 93.12.2024
ABaIHTHYecKHii oTdeT No Jarta anaansa
Date of Manufacture / . 12/2024 Date of Expiry / - 11/2029
JaTa npon3BoacTBa I'onen no
Mfg. License No. / MA number: /
IIpon3BoacTeeHHas - MNB/05/263 : . JITI-Ne(003654)-(PT-RU)
Homep PY
| aunensus Ne

Analysis performed according ND: / Anasn3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

3arnucu o Mpou3BOICTRY, YIAKOBKE U aHAJIU3Y POBEPEHBI, M YCTAHOBJIEHO UX COOTBETCTBUE TpeboBanuaM [1paBun
HaJjiexamiei Npou3BOACTBEHHOM MPpakTUKU EBpazuiickoro 53KOHOMHUYECKOT o COI03a».

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusam HJ{

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarotosneno: Pravesh Rana [TpoBepeno: Santosh Kumar /Ono6peHo: Menemkep /
jﬂ Maurya % Pykosopurens: Amit Kumar
| A Peis
Reprint Date: Reprint Date: Reprint Date: !
Hara: 23.12.2024 Jara: 23.12.2024 Jlarta: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 49060 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
wwiv.drreddys.com




